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BEFORE THE

UNI TED STATES DEPARTMENT OF DEFENSE

__________________________ X
In the matter of:

ARVMED SERVI CES

EPI DEM OLOG CAL BOARD
__________________________ X

The above-entitled matter came on for
hearing pursuant to Notice before Dr. Lewis H.
Kul l er, M D. President and Col onel M chael R
Pet er son, USAF, BSC, Executive Secretary, at U S.
Arny Medi cal Research Institute of Infectious
Di seases Auditorium Ft. Detrick, Maryland, in the
Dal rynpl e Conference Room on Thursday, July 7, 1994

at 8:00 o'clock a.m
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t he Armed Forces Epi dem ol ogi cal
at Fort

heari ng,

Detri ck.

o000

PROCEEDI NGS

(Time Noted: 8:03 a.m)

DR. KULLER: Wel cone,

just give a yell and we'l]l

everybody can hear.

expensi ve agenda.

everybody, to

Board neeting here

I f anybody has any probl em

try to make sure

We have a very interesting and very

We have probably one of our

| argest attendance in recent years at the neeting

and |

Presi dent of the Board.

think we'll

have a very interesting neeting.

|"'mDr. Kuller and I'm the current

I'd like to welcone first a

few visitors who are with us today and sone forner

Board nenbers and if they could just, if they're

her e,

j ust

put up their hands so we can say hello.

CAPI TAL HI LL REPORTI NG,
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Bri gadi er General Peter Hoffman, who
is the Commander of the Air Force Medical Operations
Agency. Wl cone.

Rear Adm ral Frank Young, who is the
Director of the Ofice of Energency Preparedness,
Nati onal Di aster Medical Systenms. He isn't here
yet .

Rear Adm ral WIIliam Buckendorf, who
is the Assistant Chief, Operational Medicine.

Wel come. And Fl eet Support.

Rear Adm ral Dennis Wi ght, Medical
Oficer, US. Mrine Corp. He'll be here tonorrow

Dr. James Zinble, who is the President
of the School of Medicine, Uniformed Services, who |
guess will be here later, if he's not here now. On,
there he is. Hi, welcone.

Dr. Florabel Millick, who is the
Associ ate Director of the Arned Forces Institute of

Pat hol ogy. She's not here yet. Okay. They will be

with us.

And Maj or General Philip Russell.
They all will be with us during the next couple of
days and when they cone in, we'll try to introduce
t hem

CAPI TAL HI LL REPORTI NG, | NC.
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We're really delighted today also to have
both former Board nenbers and especially, for today
and tonmorrow s di scussion, both the history and
probably the brains of the Board in terns of
vacci nes and infectious diseases with us today, and
it's going to be really very nice for themto cone.

Bud Benenson, Bud. Dr. Frank Engley. Dr. Bill
Jordan. And especially Dr. Ted Whodward. Thanks
for com ng.

We al so today have a little bit of
difference in our neeting, we have two
representatives fromthe press who are here, and |
wonder if they could also show us -- Ms. Covina, is
she here yet?

MS. CANAVAN:  Kanovi n.

DR. KULLER: Did | mspronounce it? Sorry
about that.

MS. CANAVAN: That's all right.

DR. KULLER: That's the way they have it
witten here. And Ms. Nelson. |Is she here?

Wel come, and if we can be of any help during the
neetings, |let us know.

And at that, I"mgoing to turn over the

nmeeting for a noment to Dr. Peterson, who will give
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us sone background about | ogistics and where we're
goi ng.

COLONEL PETERSON: Thank you. Also, |I'd
like to extend ny wel cone to everyone. dd ad you
could make it to the neeting today and tonorrow.

Just a couple of adm nistrative itens. At
10: 15, we'll try to gather the Board nenbers all in
one place for a picture, so please don't everybody
head out the door at the sanme tinme. Board nenbers
stick around and we'll try to get a picture as a
group at about 10: 15.

Al so, if you haven't been asked for two
dollars for the coffee, please see Ms. Ward at the
break and she'll get your noney from you then.

Make sure if you have not signed in, please
print your name on the sign up sheet when you cone
t hrough the door, so we can keep a list of attendees
and before the day's over, we're going to try to
print that back out on a conputer, so we'll take
everybody's name and phone nunber and where they
work for the future

| f there's anybody here who is attending
t he dinner tonight that would |ike a vegetarian main

di sh, please see Ms. Briggs, the young | ady out at
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the table fromny office who took your nanme when you
signed in and we'll get that information to the
restaurant. That's just fol ks who want a vegetari an
mai n di sh.

Directions to dinner after the neeting and
to the hotel fromthe dinner location, will be
printed out and will be available on the back table
here by the end of the day, so in case you can't
find your way around, you'll have the directions to
hel p you find where you need to go.

As usual, this session is being recorded
and you need to speak into the -- as close as you
can reasonably to the recording m crophones, which
are these. And there aren't a lot of themon the
tabl e and they should be able to pick up your voice
within a three, four or five person distance.

If you're going to make a comrent from
those sitting around the table, please cone closer
to the table rather than the second or third row
back.

The ot her m crophones, the small ones on
the table, are the ones that are magnifying the
voi ce around the room and should be com ng from

t hose speakers.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Can people hear nme pretty well? It sounds
like they're com ng through the speakers now. Ckay.
You maybe need to be just a little closer. | think
it's comng through the speaker now. Okay. So be
sure to identify yourself by nanme and your
organi zation, if you're going to use the
m cr ophones.

Restroons are out the door and two your
left. There's two sets of restroons. |If you just
keep wal ki ng down the hall, both sets of restroons
are in that direction.

There's al so sone pop machines and if
you're interested in anything like a breakfast item
rolls and so forth, there's, | believe, sone
enlisted folks here fromthe Institute, right around
the corner, who will be nmore than happy to take your
donation. There's a fund raiser for donuts and
cupcakes and things like that, so please feel free
to pitch in on that.

And then lunch right now is schedul ed for
12: 00 o' clock and | think probably the best thing to
do, expectations are that there's going to be a
| arge group of people com ng down to the nulti

pur pose club down the street and we're going to kind
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of all head down there, | think, as a ground at the
[unch time break at about 12: 00 o'cl ock.

If there's any other questions that cone up
in ternms of an adm nistrative nature, please feel
free to ask me and I'Il turn it back over to Dr.
Kul | er.

Col onel Takafuji, do you have anything you
want to add real quickly?

COLONEL TAKAFUJI: Good norning. |1'd like
to extend a welcome to the Arnmed Forces
Epi dem ol ogi cal Board, as well as general officers
who are present here, and invited guests and all of
you | adi es and gentl enen who took the extra effort
to come here, a long distance up here.

It's an honor for us to have you and to
host you up here for the AFEB neeting. You have
been here before, as many of you know, to discuss
issues in the past of concern to the mlitary and a
| ot has happened since your |ast neeting here, of
cour se.

We' ve gone through a war. We're going
t hrough a period of down sizing and restructuring of
the mlitary. W're also dealing with new threats,

enmerging threats, that you will hear about probably
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tomorrow in ternms of how the old bio warfare

scenario is evolving.

And for many of you who are in a civilian

capacity for nost of your tinme, you probably have

never had this type of exposure, so |

t hi nk you'l

find it quite interesting and perhaps understand a

little bit

some of

t hese issues, but it looks like you're

headed for a very nice neeting.

anot her

Gener al

the strategies for the future, so Cenera

our new

every intention of

Now unfortunately, this also coincides with

nor e about why we are concerned about

| arge neeting going on in San Antoni o that

Lanoue has called on short notice to plan

Zaj t chuk,

Commander, is not here, although he had

And General Lanoue and his deputy,

of

bei ng here to neet with you.

regards to

course, are also not here because of that very
reason, but they extend their very best
you for a nost productive neeting.

My staff and | are at your disposal.
any of you need any assistance, either

pr of essi
call on

t he hall

onal in nature, please do not

| f

per sonal or

hesitate to

myself or ny secretary, Theresa,

j ust

down

to the right. W' Il be glad to assist you
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and to help you with your stay here.

Agai n, wel cone on behalf of the Command and
wel cone on behalf of the Arny Institute of
| nfecti ous Di seases.

DR. KULLER: Thank you very much.

We're going to nove ahead now with the
program and as usual, the first part of the program
will be the presentations by the preventive nedicine
of ficers.

We're hoping that fromnow on, in the
future we'll get sonme update of what we've discussed
at the previous neetings, so that we can have sone
continuity fromneeting to neeting of issues that
occurred at previous neetings, issues that occurred
at previous neetings.

So I'"'mgoing to start out with Captain Berg
fromthe Navy.

CAPTAIN BERG  Good norning, my nanme is
Bill Berg and | will be presenting an update on
preventive nmedicine issues in the Navy as quickly as
we get the overheads up there.

We have not had anything terribly dramatic
since the |l ast neeting of the Board, but there are

sone things that we think will be of interest.
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Next overhead, please.

At the last neeting, | gave you an update
on the studies in Desert Storm veterans,
Construction Battalion 24. W have refined these
figures and gone on to |look at -- included the data
from Detachments 1124 in Atlanta and 624 in
Nashvil |l e.

Rat her than rehash nuch of this, the
detailed statistical findings are in a handout up
front there. We were able to interview 154 out of
232 Desert Stormveterans for a total of 66 percent.

Next over head, please.

And these are conclusions. This is a very
synptomati c group, there are an average of nine
synpt ons per veteran. Most of the synptons, as
reported by the veterans, have either stayed the
same or even gotten worse in the past year

Surprisingly, about a third of them have
gotten better or gone away entirely. The nost
notable one in this regard is diarrhea. The
synptons still do not suggest any particul ar pattern
or illness.

This is quite conpatible with the reports

fromthe Defense Science Board Task Force headed by
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Dr. Letteburg and the NIH technol ogy assessnent.
The synptons are not sufficiently severe to prevent
peopl e from worKki ng.

On an average, 86 percent of the reservists
| ost ten or fewer work days in the past year.

There's a caveat here. We don't have any

i nformati on about sick | eave and for many of these
peopl e, they have no sick leave. |If they don't
wor k, they don't get paid.

The type and frequency of nedical diagnoses
appear normal. 62 percent have no formal nedica
di agnosi s, but the ones that are available are a
pot pourri of things that you m ght see in any
i nternal medicine cliniec.

The average age for this group is 42, which
puts it about twelve years ol der than the average
active duty veteran in Desert Storm and about ten
years ol der than the average reservi st or National
Guardsman. And, in fact, sonme of the individuals
are up in their 50s.

There have been two deaths, one in an auto
acci dent and one that appears to be an acute
cardi ovascul ar epi sode of sonme type. Three

i ndividuals carry a diagnosis of, quote, "Persian
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Gul f Syndrome.” No information fromtheir
physi cians as to why this diagnosis was given to
t hem

And finally, post-traumatic stress disorder
has been very rarely seen in this group. | think
it's worth calling your attention to sone of the
information that canme out at the N H technol ogy
assessnent, pointing out that the criteria for PTSD
t hat we now nostly use, are based upon the Vietnam
era veterans and those may need to be adjusted for
this group.

Next over head, please.

We have al so been involved in an epi sode of
di arrhea at Wherry Housing at Naval Air Station
Cceana, down in Virginia Beach. This is of interest
because we started out to ook at in diarrhea and it
has subsequently gone on into other areas.

This first came to our attention in May in
a picture in the local paper, in which a resident of
Wherry Housing was holding up a glass of water
sayi ng she and her famly and nei ghbors had had
di arrhea for several weeks and it was due to the
wat er, because the water left a filmin her nouth

and did not quench her thirst.
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W went in to investigate this. This is
very ol d housing that is due to be torn down and
replaced. It is considered sub-standard and one of
the particular problens is that the sewer lines are
i nadequat e. They're too narrow by today's
standards and they tend to plug up, particularly
when people try to flush diapers down them There
were three confirnmed cases of shigella, all of whom
were in the sanme famly. O herwi se we have no
m cr o- bi ol ogi cal di agnosi s.

By report, the diarrhea stops al npost
i medi ately when they switched to bottled water and
resunes al nost i mediately when they switch back to
tap water.

We went in and interviewed the individuals.
Wherry Housing we divided into three areas, east,
central and west. Most of the initial reports cane
fromthe east area. Overall we were able to
interview 43 of 64 apartnents, for a total of about
67 percent. Wherry East, which is where the
initial reports came from had a much higher
preval ence of self-reported diarrhea and rel ated
synpt ons. I nterestingly, there was no

associ ation with anyone in the famly being in day
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care and there was no association with how |l ong they
had been in Wherry Housi ng.

We | ooked at the water, which was our
i medi ate concern, why we first junped into this,
and there was no problem Repeated neasurenents
i ndi cat ed adequate | evels of residual chlorine, both
at each end of the housing where the water cane in,
and at the individual taps.

Fecal coliforms repeatedly were negati ve.
We also testes a little streamthat runs al ong
behind the housing. That had a few coli iron and
ot her organisns, but basically did not appear to be
pol | ut ed.

Nurmer ous tests for |ead and copper were al
bel ow the detectable limts, so we did not feel the
wat er was inplicated. This is old plunmbing and one
of the banes of the public work center is having to
go and nmake plunmbing calls there.

The proportion of plumbing calls to Werry
East is just the sane as for the other two areas.
Many of these are for things such as a plugged up
si nk. When we | ooked at specific evidence of
sewer outflow, such as the toilet overflow ng and

fl oodi ng across the floor of the apartnent, none of
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the eight sewer calls cane out of Werry East.

We are working, at the nmonent
concentrating, trying to get the residents of Werry
East to cone in and give us a stool specinmen, so we
can try and identify what organism if any, is
causing this. This has been a bit of a problem
because they have not presented many stools.

Approxi mately ten have been subm tted and
none of them have grown any bacterial pathogens or
had any protozoa identified.

So we are continuing to work on this,
al though now this is generalized to conpl aints of
jet fuel in the tap water and/or the sewer system
and then nore generally, into environnmental toxins
not further defined. So |I'msure we will have a
follow up report of this one.

Next overhead, please.

In response to the request for follow up on
i ssues, one of the recurrent issues has been
pneunoni a at Canp Pendl eton, and there are two parts
of this. This is the plan for the 1994-1995
pneunoni a season, as it is called out there at
Preventive Medicine Unit 5.

The key point, in accordance with the
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recomendati ons of the Board, are that all recruits
wi Il get pneunbcoccal vaccine starting in October
and continuing through April.

This is actually being pushed up a little
bit in order to -- for reasons which I'll get into
in the next slide, but the bottomline is that al
recruits will get pneunpcoccal vaccine at the very
begi nni ng of their training.

The training is approximtely el even weeks,
so they should have an adequate tinme to have a good
anti body response before they nove on up to Canp
Pendl eton. Up at Canp Pendl eton, all cases will be
admtted to the hospital and certain standard tests
will be done on this.

This sounds relatively straight forward,
but in the past, evaluation of this has been
conplicated by a tendency to treat what has been
regarded as very m nor pneunonia on an out patient
basis and this will allow sonme standardized
coll ection of data.

And finally, representatives of Preventive
Medicine Unit 5, |led by Captain Ledbetter, in the
back, periodically will go up to Area 52, which is

where the infantry training is carried out and
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i nspect for such things as adequate air space and
head to foot berthing and so on.

We will let you know, probably in the
February neeting, what has cone of this, but these
are the plans to prevent pneunonia up at Canp
Pendl et on.

Next sli de.

The other part of this is a study being
conducted by Commander Greg Gray, who is here and
who will be reporting on a Persian Gulf veteran
study that he will be conducting, but he is also
doi ng a study, prophylaxis study up at Canp
Pendl et on.

And |I'm just going to hit the merest
hi ghlights of this. If you have additional
guestions, he can answer them

Basically, as the title indicates, this is
a three arm study, giving prophylaxis with
erythromycin benzathine penicillin and no
antibiotic in an attenpt to see if this reduces the
i nci dents of pneunoni a.

To refresh your menory, the timng is that
the recruits go to Marine Corps Recruit Depot in San

Di ego for approximtely el even weeks. There are
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t hen about two weeks on | eave and then they go up to
Canp Pendl eton for infantry training which |asts
about six weeks.

1,200 Marines will be enrolled, This was
t he nunmber that was determ ned to have an adequate
efficacy to denonstrate or an adequate statistical

power to denonstrate an efficacy of 75 percent. All

will be volunteers; 400 will get erythronycin and so
on.

Enrol Il ment will be done in October and
Decenber. The pneunobcoccal vaccine will be pushed

up a little bit so that everyone who gets enrolled
in the study will have had pneunobcoccal vaccine.

Approxi mately three years ago, there was
evi dence of pneunococcal pneunonia. The nore recent
years have not indicated that pneunobcoccal pneunonia
is particularly a problem And, in any case, it was
felt nore appropriate to try to prevent this than to
study it.

Several outcones will be | ooked at. The
incidents of acute respiratory disease,
seroconversion to a variety of agents and then sone
uni que studies using |large fans to collect air

sanples on filters and test these for various
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respiratory pathogens using PCR

Next overhead, please.

And I'mgoing to go very briefly, basically
just show you the criteria and the organisns that
are going to be tested for. The criteria for acute
respiratory infection will be one or nore of those
clinical findings.

The prophylaxis efficacy study, which is
the heart of this, can we give an antibiotic which
wi Il reduce the incidents of pneunonia. We'll |ook
at seroconversion to streptococcus pyogenes,
chl amydi a pneunonia strain twar and nycopl asma
pneunoni a.

Some prelimnary serol ogical data from | ast
w nter indicated that about 40 percent up in Area 42
seroconverted from nycopl asma pneunonia. And then
there's going to be | ooking at surveillance and
carrier and etiological studies, |ooking at a
variety of organi smns.

Next over head, please.

And 1"l just let you |ook briefly at that.

Basically, the attenpt is either by culture, or
more particularly by serology, to look for all of

t he common respiratory pathogens.
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Next overhead, please.

Turning fromthe West Coast to the Far
East, a few weeks ago Cobra Gold '94, the annual
exercise in Thailand finished up. Captain Ledbetter
was the preventive nedicine officer there, using the
sane technique that was first devel oped for
Operation Desert Storm

Morbidity surveillance was in place and
i ndi cated over all a very |low preval ence of
norbidity. These are the nine nost common di seases
that were reported and, at the end, we're trailing
off. In fact, sexually transmtted di seases are
per haps included nore for sentinmental reasons than
anyt hing el se.

As you will recall, there are about ten
categories. These are very broad categories and the
idea is that if there is a blip in any of them nore
i ntensive survey |ogs can be put in place to
identify exactly what is causing this.

And in fact, what | have up there, Nunber 6
is heat injury, is actually heat and cold injury in
the formal categorization.

The first colum is the total nunber of

i ndi vi dual s who had that particular problem The
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next colum is the cumul ati ve percent, based on the
aver age weekly popul ati on.

And so, for exanple, in the first row,
there were 357 individuals who had a dermatol ogi ca
problem The average popul ation was -- well, you
can see it below the right-hand corner, 3,267
Mari nes, and so the cunul ative percent is el even
percent of the individuals had a dermatol ogi cal
probl em

The third colum is the | owest incidents
per week and then the fourth colum is the highest
i nci dents per week. Overall, ranging from
der mat ol ogi cal down to sexually transmtted
di seases, there were very few di seases of any ki nd.

Dermat ol ogi cal was primarily fungi. G
was di arrhea, as you m ght expect. The majority of
orthopedi ¢ and surgery were trauma, particularly
from sports and general horsing around.

By report, there was a great deal of sexua
activity, but there was also a | ot of condons passed
out and this may account for the |low rate of
sexually transmtted di seases.

Next over head, please.

The forward depl oyable | ab was depl oyed in
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a trial basis and | ooked at the etiol ogical agents
of diarrhea. Si xty speci nens were subm tted, which
represents approximtely twenty of the G

conpl aints, thoroughly reasonably representative
fromthe nost accessible battalion aid stations.

And you can see the figures up there of
interest. 54 percent of the cases were due to
canpyl obacter, either alone or with sonme ot her
agent. And of further interest and concern, about
75 percent of these were resistent to syprophl oxogen
on sensitivity testing.

Now, clinically sonme of them seemto
respond to it and others either went away on their
own or we don't have nuch information on it. W're
just beginning to get into this data, so we don't
know how many of these 60 are refractory cases and
how many sinply cane in on the first day of their
di arr hea.

But the canpyl obacter resistant to
syprophl oxogen is a finding of some concern. [It's
not terribly surprising, at |least to nme, because
innoxicin is one of the early quinalones that's been
used in that part of the world for at |east ten

years and there tends to be pan resistance to

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

24

gui nal ones.

Next overhead, please.

And continuing on, there were a very snal
nunber of protozoan parasites causing diarrhea, a
serol ogical elisa test for rotavirus was al so used
and this picked up two cases of rotavirus.

Next .

Ckay, you've all been reading in the paper
about the virus that ate ny face and this sort of
stuff. And the infectious disease people, at | east
in the Navy and nationally, have sort of been saying
well, this has been around all along, this is an
epidemi c of nedia interest nore so the streptococca
di sease.

The day before yesterday, the head of
| nfectious Di seases at Naval Hospital Portsnouth
call ed ne sonewhat chagrined and said | have tallied
up our cases. We've had five since February.

And unfortunately, we have no background
information, so we don't know whether this is the
norm or an increase or even a decrease, but |
t hought | would share themw th you, particularly
because of the five there were two deat hs.

The first one was an eight year old white
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mal e dependent son who came in with a priogenic
streptococcal arthritis of his el bow, devel oped
sepsis and died within 12 hours. This was sera type
and was serra typed M.

The next one was a 50 year old white fenale
dependent wife with insulin dependent diabetes, who
canme in with streptococcal pneunonia and an enpyens.

She recovered. Her serra type was untypeabl e.

The third case, also in February, was a 36
year old white female, activity duty individual who
was havi ng sonme endocri nol ogi cal abnornalities and
had an adrenal ect ony.

About two days |ater, the wound was
infected and this turned out to be a severe case of
necrotizing fasciitis that required extensive
debreatment. Her strain also was untypeable.

Next overhead, please.

The fourth case, in April a 40 year old
femal e, active duty who had out patient |iposuction
and cane back two days later -- three days |ater
conpl ai ni ng of a wound infection.

This was extensive necrotizing fasciitis
and toxic shock syndrome with desquamati on of her

fingertips and toes. She required extensive
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debr eat nent and cosnetic procedures before she was
out of the woods.

And then finally this past weekend, a three
year old with secondary infected Chicken Pox, who
was admtted and died within eight hours.

The sixth case is only clinical. This was
an individual who had a vasectony reversed and
clinically had a toxic shock syndrone. No organi sns
coul d be recovered because the urol ogi st punped him
full of antibiotics before calling in the ID fol ks.

We have no idea whether this is the norm or
an increase or a decrease, but we are planning on
asking BuMed to send out a nessage to all of the
Navy hospitals, asking to specifically report cases
of streptococcal sepsis to us, so we can begin to
get a handl e on what is going on.

And that is the situation in Navy
preventive nedicine. Thank you.

DR. KULLER: Thank you very nuch, Captain
Berg. Are there questions for Captain Berg? Yes,
sir.

VO CE: Are we going to address sone of
this later on or is this an appropriate tinme?

DR. KULLER: | think this would be an
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appropriate tinme for specific questions about the
report.

VOCE: | was very inpressed with the
overall level of activity that's going on and I
think it's quite, to me, evidence of very good work
bei ng done, particularly this study on the etiol ogy
of the agents at Pendl eton, but | have to raise an
i ssue that | brought up before about the prophyl axis
study and particularly in relation to the fact that
we now have devel oped in this country the energence
of what were resistant pneunobcocci de.

It has been brought honme to us in
Charl ottesvill e because we nmade the decision that
every case of neningitis that we see where we
suspect pneunobcoccus, we're now treating with
achronyci n.

We're now |l earning to take risks on
pneunoni a, realizing that pneunonia can also kil
you, but then we have nothing else to use. W feel
we're particularly vulnerable for two reasons,
because Tennessee is close to us where they have a
fairly |l arge outbreak and where in Charlottesville,
Virginia, we're seeing these strains now

And so | am concerned about using
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prophyl axi s unl ess we know specifically what we are
doing, both in relation to the pneunbcoccus and
Group A streptococcus which, as of today, is not
resistant to penicillin, but we're learning, I
think, a bitter |lesson that we have to pay a price
which in the case of pneunpbcoccus, may be a very

| arge price.

So | would just say that that neans careful
consi deration before prophylaxis is given. | don't
think that that one instance is going to affect it
overall and probably, nore inmportant would be the
w despread use of betalactamin children in this
country in recent years to prevent odysmedan with
t housands and t housands of children that have been
on this, but each tine we do it, we are going to pay
sone price probably for it.

CAPTAIN BERG | share your concern on
that, and that is why the studies are designed to be
very carefully nonitored.

My particular concern also is with the
bet al actams. However, this does not, nultiple drug
resi stant pneunococcus does not appear to be a
problemin the San Di ego area, and particularly in

the recruit population that we're focusing on, which
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has historically received Benzathine penicillin even
in San Diego to prevent streptococcal pharyngitis
and rheumatic fever for many years.

But we are -- | share your concern and this
is being watched very carefully. Commander G ay,
woul d you |ike to comment on that?

COVMMANDER GRAY: | would just like to add
that we were concerned enough to talk to Dr. Barbara
Murray, who's an expert in sort of the state of
endocrovi al antibiotic resistance.

And her opinion was with the short duration
of treatnment and the very dynam c popul ati on we see
in our training canps, that we would |likely not be a
cause of national increased resistance.

Addi tionally, we have nonitored strep
pyogenes resistance periodically over the years in
concert with the use of benzathine, and in the | ast
three years, oral erythronycin in those who are
penicillin resistant and we have not seen an
increase in antibiotic resistant anong the islet, so
we are sonmewhat reassured by that.

DR. KULLER: Yes.

MS. YOUNG. | think the observations on the

Group A strep are very interesting from Portl and.
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wonder what you mi ght be able to do in terns of
establishing a baseline. It doesn't sound |ike nost
of these were back to renmake or sharing a
particularly comon syndrone.

How are you thinking of approaching that?

CAPTAI N BERG  Mpst of them were back to
remake. Approximately -- | don't recall the exact
nunber, but | think at |east four of them the
organismwas cultured fromthe bl ood.

This came up very quickly and Dr. lzarowtz
call ed nme knowi ng that I was com ng up here, so he
is digging through the cases to get nore details on
t hese and the other ones. So that will be the
starting point and fromthere we will design sone
reporting standards so that we can coll ect
conparabl e data fromall of the hospitals.

DR. KULLER: What you said then is a plan
to do an epidem c -- epidem ol ogical surveillance to
determ ne whether this is really an epidemc that's
now occurring --

CAPTAIN BERG.  Correct.

DR. KULLER: -- or whether this is just
background. So it would be a systematic approach

rat her than just poetic -- case histories?
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CAPTAIN BERG  That's correct. This is the
i nfectious di sease people saying this is not new,
we' ve seen severely streptococcal disease for years
and then, wait a mnute we have had five cases since
February, maybe we do have a probl em here

So we're just -- this is the very begi nning
and, as you say, we're going to start |ooking at
this in a systematic fashion.

VOCE: In view of the problemwth HV --
| wonder if you're doing any surveillance for HYV --

CAPTAI N BERG  Yes, by Navy policy everyone
who has a sexually transmtted di sease gets tested
for HV at the time, because we take the sexually
transmtted di sease as a nmarker of someone who's at
ri sk and then further on, particularly in an
environnment |ike this.

VO CE: But no general testing.

CAPTAIN BERG |'m sorry, everyone on
active duty in the deployable forces is tested
yearly.

VO CE: Okay.

DR. KULLER: Could those who ask a question
give their nanme, so our recorder over there is, |

noticed is having sone effort finding out who's
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speaki ng. Thank you.

Any ot her questions of Dr. Berg?

Thank you very nuch for a good report.

CAPTAIN BERG  Thank you.

DR. KULLER: Col onel Erdtmann. Okay,

Col onel Tomlinson is going to be talking for the
Arny.

COLONEL TOMLINSON: Yes, I'mPitt
Tom i nson. Col onel Erdtmann decided -- he found
out at the last m nute he would be unable to be here
this morning. He does hope to get here later this
afternoon and will definitely be here by supper
toni ght and he will be here through tonorrow.

In addition to his title as Preventive
Medi ci ne Consultant, he is a Deputy Chief of the
Medi cal Corps and that takes probably an equal
amount of his time now as his preventive nedicine
duti es.

The Arny Medi cal Departnment, as we've
menti oned before, is reorgani zing, but have the
first overhead. OQur office at the Pentagon, which
now has a staff of twelve, will be reduced to two
i ndi viduals. There will be one physician and one

Medi cal Service Corps officer.
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The new Medi cal Command Headquarters is
| ocated at Fort Sam Houston in San Antoni o, and at
t he Headquarters, we will have seven preventive
medi ci ne officers assigned there.

If you will look to your far right, that is
the new, recently approved Preventive Medicine
Center. And below that are the support agencies.
There are three in the United States, one in Japan
and one in Germany.

We'Il go to the next slide and I'll show
you a wire diagramof the Preventive Medicine
Center. The nanme has been selected, it will be the
US. Arny Center for Health Pronotion and Preventive
Medicine, and it will be |ocated at Aberdeen Proving
Ground, which is north of Baltinore.

The Center will have a Brigadier General
Commander and you can see the various divisions, as
you go down through the third Ievel, clinica
preventive nedicine, the division of health
pronoti on, division of epidem ol ogy and
surveillance. This will be equivalent to our
preventive nedicine group at WRAIR now, but it wll
be expanded further than that.

There'll be an environnental health
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di vision; a division of |aboratory sciences,
primarily toxicology, environnmental type chem stry
| aboratory; a division of occupational health; field
preventive nmedicine, which does many of our studies
and investigations.

And again, the support agencies, CONUS,
within the United States and OCONUS, outside of the
United States. Provisionally, that will be
established on the first of August of this year.

There will be a one or two or three year
transition period in which changes are nmade, the
facility is renovated for the staff, and for the
assi gnnment of personnel, both civilian and mlitary
to that group.

Sonet hi ng has al ready been said this

norni ng about the unexplained illnesses that have
been seen in Persian War Gulf veterans. W'Il go to
t he next |ine.

The Departnment of Defense Health Affairs
has initiated a conprehensive clinical evaluation
program This is a nedical work up that is being
offered to any Persian Gulf war veteran wth
synptons possibly related to service in Southwest

Asi a. It also is including famly menbers of
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t hose veterans.

The slides | will show you are applicable
to the Navy Air Force as well as to the Arny. This
is atriservice project and | just want to give you
an overview of it, so that you can see what is being
undertaken in this area.

Every veteran or famly nmenber will be
of fered an evaluation at the [ ocal hospital, the on
post hospital. That will be the phase one
eval uation and at that time, the individual wll be
entered into the registry as being a bona fide
patient and at that |evel.

There will be a routine history and
physi cal exam nation, routine |aboratory such as
CBC, urinalysis, blood chem stries, chest x-ray, and
any other tests which are indicated by the patient's
signs or synptomns.

If the conplaint can be taken care of, if
the patient can be satisfied, then the patient wl]l
be treated and returned to duty, returned hone and
that would be the end of it.

However, if there's any question remaining
in the mnds of the physician or if there's any

guestion remaining in the mnd of the patient that
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t hese synptons may in sone way be related to service
i n Sout hwest Asia, the patient goes on to phase two.

Next over head.

Phase two is nore extensive. It wll be
done at one of thirteen regional Medical Centers,
mlitary Medical Centers. This is a triservice
program

Sone of the regions have Air Force, sone
Navy, some Arny Medical Centers as a regiona
Medi cal Center, so menbers of the various services
may all be seen in a Navy hospital or in an Arny
hospital or Air Force for that work up.

The next slide, please, shows what this
work up consists of. As you can see, there are a
mul titude of tests to be done. This phase is
estimated to take about two weeks. It can be done
either on an in patient or an out patient basis.

In addition to those tests, which nust be
done, there are certain consultations that nust be
done, including the neurol ogy, infectious disease,
dental and a psychiatry/ psychol ogy consul tati on.

There are many tests that are going to be
done.

Now, some of the psychiatric and neuro-
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three, but basically this is phase two, which wil
be done at the Medical Center.

If at the end of this investigation,
there's no explanation for all of the synptons of

the patient, if no definite diagnosis has been

37

arrived at, if the patient is not satisfied with the

di agnosi s, or if the physician cannot explain it
fully, the patient goes on to phase three which is
al so done at the Medical Center

I f we could have the next slide?

So phase three noves into additional
testing, additional consultations, as well as a
fairly extensive questionnaire, trying to gather
sonme information on the possibility of nmultiple
chem cal sensitivity; also trying to determne if
the use of the nerve agent antidote Pyridostigm ne
Brom de m ght in some way be rel ated.

Next, over here, in phase three the

patients will be done nore on a case by case basis.

Dependi ng on the remaining conplaints, these
various tests will be done.
At the end of phase three, if all of the

synptons have not been adequately explained to the
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physician or to the patient, then the patient's
medi cal record will be reviewed by an expert panel
which is to be put together by Health Affairs, to
review the records of all those individuals who
progress through phase three and never get

di agnosed.

And at that tinme, either -- perhaps there
will be some type of a provisional definition or
case definition. So far all attenpts to come up
with a case definition have failed and it may be at
the end, we still won't have the answer, but this is
just to let you know the process that these
i ndi vidual s are going through.

First, there are about 350 individuals from
the three services who are to have these
exam nations conpleted by the first of October.

They have already started. These are individuals we
al ready had regi stered, we knew had conplaints and
had al ready been worked up previously. They all go
t hrough this again.

Al so, the new patients are registering
daily and com ng into the system Those
i ndi vi dual s, anyone who cones in with a conpl ai nt,

goes through this same process now. As you canh see,

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

39

it's an extrenely large program It is putting a
heavy work | oad on the community hospitals, on the
Medi cal Centers and it is underway now.

Al so, simlar type work up is being done at
the VA. This programat the active hospitals is
there for not only active duty, but for anyone in
the active Reserve or active National Guard.
| ndi vi dual s who are conpletely separated from
service or individuals in the Reserve or Guard who
wish to, may go to the VA for sone of the work up.

That's the end of the slides. | did have
an update | wanted to give. Nunber one would be
fromthe injury subgroup. At the |last neeting of
the AFEB, the Board voted to forman injury subgroup
to neet with the regular AFEB injury commttee,
whi ch is Doctors Hansen, Perrotta and Carol.

Dr. Bruce Jones, who heads the DOD injury
surveill ance and prevention work group, has
nom nat ed ei ght individuals for the subgroup and
their names will be submtted to the Board | ater
t oday.

Of interest, Dr. Jones and his group at the
US Arny Institute Research for Environnmental

Medi ci ne, which is at Natick, Massachusetts, just
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this month published an article in the American
Journal of Preventive Medicine which |inks snoking
an increased risk of injury, and it has received
national attention.

This is from Tuesday's Boston d obe, an
article, Snmokers Found Prone to Injury, and this has
been picked up by the national nedia. |It's been on
CNN radi o the day before yesterday. | just happened
to hear it.

Dr. Jones is here and will be here. He's
not presenting at this neeting, but if there are any
questions about his injury control working group or
study, Bruce would you stand up just to identify
yourself? | think nmost of you know him  Thank you

Al so anot her report, Dr. Ben Denyager
headed up a group which | ooked at tropical nedicine
training in the mlitary services, and he gave a
report at the neeting at Fort Bragg.

That group has made several recomendations
to the Surgeon General just the week before |ast,
and those recommendati ons concerning tropical
medi cine training are that there will be
consolidation of the Navy and Arny tropical nedical

courses into a DOD advanced course, which
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will be at USAS, and will be either under the
auspi ces of the Arny or the Navy.
There will be a conversion of the Air Force
gl obal nedi cine course into the DOD basic course.
The services will formalize tropical nedica

training requirements for health care providers and

physi ci ans. The Arny plans to nmake tropical
medi ci ne training an additional skill identifier.
And that group will continue to work and is

going to be nmeeting again in Septenber. Col onel
Denyager is here and if you should have any
questions for him-- the last time he was here and
up until yesterday, he was Lieutenant Col onel
Denyager, but he is now Col onel.

Col onel Denyager, would you stand up so
everyone can see you? |In case you have questions
about that.

(Appl ause.)

COLONEL TOMLINSON: And the final thing |
wanted to nention was sonething that canme up just
two days ago. We learned that there are two
probabl e cases of Henorrhagi c Fever in Korea; both
femal es, both in the sanme conpany of the Second

Infantry Division.
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One of the patients died. The other is
alive, doing well and robofiron therapy has been
started. We have not confirnmed those. Bl ood
speci nens as well as tissue sanples from autopsy are
bei ng sent here to USAMRIID for confirmation

And we're tentatively planning to do a sera
survey of the conpany, which would be about 200
sol diers or possibly the battalion, which my be six
or 800 soldiers for KHF and possibly other
i nfectious diseases. That will be done here at
USAMRI | D.

Col onel Takafuji has -- maintains
operatives in Korea, always |ooking for research
opportunities and they were fortunate that one of
t he individuals was there and our preventive
medi ci ne peopl e have already begun work on this. So
next neeting, we should have a report on the outcone
of that.

And that's all | have. Are there any
questions?

DR. KULLER: Any questions of Col onel
Tom i nson? Yes.

DR. GWALTNEY: 1'd like to make a coment.

As far as | know the history of Anmerican nedicine,
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| don't think there has ever been such a shanef ul
waste of resources as is being described in this
study that you described on the post Gulf war.

It's not based on any reasonable scientific
approach, as we understand science in this country,
nunber one. But worst of all, it is going to then
create anxi ety and concern in thousand of innocent
victins of a m sguided approach.

And | can i mgi ne what young children in
these famlies hauled in to these nedical
institutions by the governnment of the United States,
the fear it's going to create in their mnds of sone
di sease that's affected their famlies and
t henselves and ' mutterly opposed to it. Gwaltney,
Uni versity of Charlottesville.

DR. HANSEN:. Dr. Hansen. | concur entirely
and | really think that we should do sonmething to
change the course of events that we are seeing here,
that continue to evolve and expl ode. | believe this
is a politically inconpetently handl ed matter.

COLONEL TOMLI NSON: Thank you. This is an
Advi sory Board to the Ofice of the Secretary of
Defense for Health Affairs, and | assume that these

comments will be forwarded to Health Affairs.
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DR. KULLER: Yes. They were not ainmed at
you, by the way, | assure you.

COLONEL TOMLI NSON: Sir?

DR. KULLER: | said they were not ained at
you personal ly.

COLONEL TOMLI NSON:  Yes, sir, and | have no
coment .

(Laughter.)

DR. ASCHER: No nanme. | was |ikew se very
surprised in the popul ar press when they had the
Vet erans Adm ni stration m squoted as saying all of
t hese individuals should be diagnosed and
conpensat ed al nost by definition.

| don't know what defines a conflict of
interest, but to ne that seens |ike a conflict of
i nterest and dependi ng on what the view of the VA
is, --

COLONEL TOMLINSON: I'Il turn it over to
the Air Force.

(Laughter.)

GENERAL HOFFMAN: If there's such a thing
as walking into a live fire zone, this is probably
it.

My nane is Dr. Peter Hoffrman and |I'm from

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

45

the Ofice of the Surgeon General of the United
States Air Force, and | have participated in

wat chi ng the program be put together to try to
respond to what we perceive as a custoner need from
our patients, our veterans, many of whom were still
on active duty that served in the Persian Gulf.

This entire program has been vol untary,
first of all. No one has been called, no one has
been brought, no one has been ordered to go anypl ace
to have anyt hing done.

The pressure that has occurred in the
Departnment, and this is a very delicate sort of
bal ance about how one responds to this, is the
perception in the Departnent, the perception
sonetimes in the press and the perception fromthe
patients that the Departnent of Defense is either
not interested, is trying to conceal sonething,
| acks the professional expertise to evaluate the
patients or any nunber of continuing other potenti al
expl anati ons or excuses for failure to respond to
the patients.

The dilemma that's created is the political
di | emma when, before the Congress of the United

States of Anerica, the person responsible for health
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in the Departnent of Defense testified that we' ve
exam ned the patients, we've done all the things
that we nedically know how to do.

The NI H consensus there, when everybody
el se has not been able to reach a case definition or
any particul ar reconmmendati on about anythi ng speci al
to do with this population of patients, and that we
have no cl ear explanation for these unexpl ai ned
synpt ons.

And that's imediately followed by a quite
sincere parade of veterans that tal k about their
illnesses and their disabilities and the
Departnent's ineffectual ability to listen to them
or to respond to them

And that is the dilemma and the pressure on
the Departnment has primarily cone fromthe Hill,
froma nunber of elected representatives and it has
gotten | ouder and | ouder and louder. It has gotten
to the point now where Congress is, in fact, talking
about conpensating people for something that we have
yet to describe.

The veterans, the Departnment of Veterans
Affairs has had sonething of a standard approach to

try to evaluate these patients. And what the
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Depart nent of Defense set about doing was to try to
har noni ze the Departnent's efforts with the

eval uati on met hodol ogy used by the Veterans

Adm ni stration.

There are really two primary goals in the -
- or sort of two nmedical goals and then this third
goal of being responsive. Let ne just sort of give
-- the first goal is being the responsive goal, to
deal with what the veterans community and our
el ected representatives feel is a |ack of
responsi veness.

So we have tried to put into place in the
Departnent of Defense an organi zed, systematic way
where anyone who feels that they need to be
eval uated, can gain access to eval uation.

Now, in ternms of the evaluation, there are
really two nedical intentions in the eval uation.

The first intention is really to try to use the

st andard di agnostic techni ques that we know and
understand to, in fact, see if we can arrive at no
expl anations for the patient's conplaints, existing,
st andard, codeable, if necessary treatable, and if
necessary conpensatable ill nesses.

The intention of the protocol is really, if
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you | ook at the first 350 patients who were on the
registry prior, who had self identified, self
identified, prior to 1 June, is to distill fromthat
group, if there is anything to be distilled, at the
end of the process the small nunber of patients who
still have an unexplained illness despite a conplete
medi cal eval uation as thorough as we know how to do.

It would then be that group of patients
that would then -- the Departnment woul d be gui ded by
the expert civilian's scientific advice that they
have attenpted to get and are getting in the future
about how that group could be further evaluated to
determine if there is an explanation of their
synpt ons.

DR. GWALTNEY: Could |I ask why the famlies
bei ng i ncluded?

GENERAL HOFFMAN:  Well, there was a | ot of
debat e about the issue of the famlies. The reason
the fam lies have been included is in response --

My opinion is, the famlies have been
included in response to what we have heard in terns
of Congressional testinony, that the veterans
t henmsel ves have said that before I went away, | and

my famly were one. Now | have returned and I am
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ill and nmy famly is ill and somehow what has
happened to ne, is happening to them

Now, the famlies are only included in the
perm ssive sense that if a veteran wants to bring
forth a famly nenber at the initial phase of the
exam nation to be exam ned, then we offer that to
the veteran. We are in no sense attenpting to
attract anyone.

VWhat we are attenpting to do, is we are
attenpting to appear what we have al ways wanted to
appear, and that was responsive to the needs of the
vet er ans.

DR. GWALTNEY: Could |I make one nore
comment, please? Gwaltney of Charlottesville. | do
want to say that ny remarks are nmade in the context
of trying to help the individuals who had these
conpl ai nt s.

GENERAL HOFFMAN:  Yes, sir.

DR. GWALTNEY: And | believe sincerely they
had these conmplaints, that they feel these different
t hi ngs that they conplain of.

And secondly, to continue to maintain the
efficiency of the Armed Services, which is what |

understand ny responsibility is on serving on this
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Board, both of these.

So | don't want to | eave the inpression
that | don't think this is a problemfor the people
involved, | think they perceive it as a rea
problem but | don't think we can serve their needs
by doing things which we know from our scientific
expertise is not the right way to proceed.

And | particularly am concerned about
involving the famlies, creating this unnecessary
concern and anxiety in these individuals, when
there's no nedical evidence at all to suggest they
have contracted sone kind of contagi ous process,
which is wholly conceived out of some non scientific
ki nd of thought process by people not qualified to
make those deci sions.

GENERAL HOFFMAN:  Well, Dr. Gwal tney, you
know, | think your concerns are valid and they are
shared by the people that have been involved in
putting this together.

If it is a point, counterpoint discussion -
- and by the way, there was a | ot of discussion
about the inclusion of famly nenbers and the pros
and cons for that.

The decision -- the counterpoint is what we
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say to the veteran, what we say to the veteran's
Congressman who says nmy constituent's famly is sick
and they are sick because the veteran is sick. and
the veteran is sick because he served and you
refuse, refuse to | ook at the patient. You
refuse to look at their famly when they identified
to you that the famly is sick

So we attenpt to -- we are not attenpting
to establish a value judgnent, we are attenpting to
be responsive to the needs of our beneficiaries and

responsive to our political |eadership for whom we

wor K.

Yes, sir.

DR. BUCKENDORF: | agree with what has
been said. | think there's a place early on, for

psychol ogi cal behavioral nodification or whatever is
t he proper term nology of this sort, as nobst of us
know it is, by and | arge, a psychol ogi cal problem
anxi ety reaction of experts being brought in early,
rat her than going through these three tiers of
evaluation. Is an early on tine a tinme for this to
be done?

GENERAL HOFFMAN: Essentially, phase one is

a nedi cal exam nation simlar -- it was originally
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simlar to an induction physical or conmm ssioning
physi cal, that sort of thing; a general history and
a general physical.

| f that does not -- at each step, we are
attenmpting to explain the patient's conplaints. And
by the way, at each step we are successful in
expl ai ni ng an ever increasing number of the
patient's conplaints with no di agnosis.

It is at the second step, it is at the
first referral step, that the psychol ogi ca
eval uation is done and the psychol ogi cal eval uation
is done with a focus on post traumatic, on stress,
anxi ety and eval uating those sorts of things that
you just spoke about.

Yes, sir.

DR. ASCHER: Early on in the discussion, we
heard some interesting data a couple of years ago
with respect to sone of the control groups that were
studied and I'mwondering if you | ost sight of that
i ssue.

We heard at one point that for deployed and
non depl oyed Reservists that the frequency of his
conplaint is approximately sim|ar.

GENERAL HOFFMAN: There's a study out that
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was recently rel eased that suggests that data may
still be valid.

DR. ASCHER: And that in addition, these
conpl aints would be served as a baseline for the
popul ati on. And al so the issue that the Reservists
have hi gher rates of these, it would seemto ne that
you need to have a social conponent of your
eval uation, particularly with regard to access to
health care and ot her things.

As an active Reservist, | spoke to the
Board before about the fact that if you put nore of
your force in the Reserve conponent who do not have
health benefits during their normal life, who are
t hen depl oyed and cone back and hit the street with
no health benefits, one of the things that they're
going to access through this nechanismis health
benefits.

And it seens to ne that we have a societal
issue and a lot of this would be taken care of at
sone level if you included health benefits for sone
period of tine after deploynment and | think we've
| earned this after the fact, but | would certainly
hope you wouldn't | ose sight of the control group

for this problem
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It will be a major contribution to our
under st andi ng of this whole conplex chronic fatigue
and everything else if you could get baseline in a
popul ati on of people who've been depl oyed, who do
not conpl ain, who were not deployed in the sane
situation and tell us what fatigue, rash, diarrhea
and all of these other things and I think you'l
find that they're all the sane.

GENERAL HOFFMAN: My | ast commerci al and
per haps we picked a very, very controversial subject
to work this issue on, 1'd like to point out that
t he Departnent of Defense, the Ofice of the
Assi stant Secretary of Defense for Health Affairs
and the three Surgeon Generals over the |ast year or
so, have really tried to position and reorgani ze the
way health care, peace tinme health care is delivered
in the Continental United States in our nmanaged care
program which is called Tri-care, where the country
is divided up into twelve Tri-care regions with a
tertiary GVE nedical facility being the referral
facility for each of those regions.

I nterestingly enough, the approach to the
Gulf War illness problemis the first exanple of a

peace tinme health care issue, which is being worked
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on the basis of tri-care, on the basis of the |ead
agents, without regard to service or uniform

And the evaluation effort, in terns of the
ability to collect up the people, to contact the
people, to offer the people, if they want, further
eval uations and then to deliver those eval uations
seens to be going quite well.

Thank you very nuch.

DR. KULLER: | think we'll move on and
we'll certainly get back to this later in the day,
|"'m sure and early in the afternoon

We'|| hear fromthe Air Force now, Col onel
Par ki nson.

COLONEL PARKINSON: If | could have the
first slide, please.

First of all, let me just give nme sincere
personal thanks to General Hoffman, who's pinch
hitting for General Sloan today. |'mnot sure he'l
ever do it again.

(Laughter.)

COLONEL PARKI NSON:  But he actually did
cone in fromleave to go through this just a few
m nutes ago, but with all due respect |I want to also

t hank Col onel Tom inson for explaining the
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conprehensive clinical evaluation protocol

|"d be less than candid if | did not say
that it has taken a considerabl e anobunt of the
preventive nmedicine officers and our coll eagues’
time in the last three to four nonths.

But nore inportantly, perhaps, and | think
this is a positive outcome of this effort, is the
notion that Dr. Joseph and others, even in the three
Surgeon General's offices, we thought for a | ong
time that perhaps we needed a nore systematic
approach to pre-depl oynment, during depl oynent and
post depl oynment surveill ance.

Hopeful ly, sonmething that is rational, that
is targeted, that is high risk group specific, that
meets the criteria for good screening prograns that
we'd apply in any public health departnent, and for
t hat reason, the Gulf War experience is kicking off
a nore, let's say a nore proactive stance.

We' Il be working on sonme types of efforts
over the next three to four nonths also on the
flight officer working group that is chaired by Dr.
Martin at DOD Health Affairs.

To touch really briefly on a coupl e of

ot her things, the Put Prevention into Practice
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canpai gn, we were notified |ast week that August
3rd, the Public Health Service will release the Put
Prevention into Practice canpaign.

For those of you who don't know, this is a
series of provider, clinic and patient materials
whi ch are desi gned and have been shown to be
effective in increasing the utilization of clinical
preventive services.

That is screening, counseling,
i mmuni zati ons shown to be effective in reducing
premature norbidity and nortality, |largely based on
the 1989 and now the newWy revised 1994 Guide to
Clinical Preventive Services.

August 3rd, Secretary Shalala will be
rel easing the canpaign in all three, Air Force, Arny
and Navy Surgeon Generals, are being formally
invited to participate in the release as kind of as
the heads of three major health care systens in the
United States.

The Office of Prevention and Health
Services Assessnent, OPHSA as we call it in San
Antonio, | nmentioned before that we will be serving
as the host for triservice Put Prevention into

Practice inplenentation neeting.
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General Hoffman has recently signed a
letter inviting the flag officers of the other
services to nom nate several nenbers of the Arny and
t he Navy for a working group that we hope to hold
early August, probably August 8th and 9th to pl an
this conference, to | ook at the specific challenges,
the barriers and the prom se of increasing
preventive services in the three mlitary services.

So we're | ooking very much forward to that.

Because you' Il be hearing considerable
amount from Air Force blue suiters today on sone of
our activities of the last four nonths, you'll be
heari ng about OPHSA, a birth defects investigation
related to concerns of Gulf WAr veterans at Robbins
Air Force Base in Georgia, and eval uation of our
| ead screening prograns in the Air Force.

This is a very controversial area
increasingly in the civilian sector and | think you
will find it equally so in the mlitary. And
finally, 1'll be reviewing with you sonme of the
activities related to our fitness program which has
been quite dramatic in the last three to four
nont hs.

| did however think | would take this
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opportunity, given -- next slide -- the increased
enphasis on H 'V and AIDS education by the Clinton
Adm nistration, to talk a little bit about our HV
train the trainer effort, which just conpleted its
annual course in San Antoni o.

Since the initiation of H V programin
1986, the Air Force has had about 1,100 active duty
menbers identified over that period of time. W
currently have about 140 active duty nmenmbers who are
H V infected. The mpjority of individuals, once
they reach Walter Reed stages, five or six basically
are on TDRL status, which is tenporary duty retired
list, but essentially we have about 140 at the
nonment .

Next. Over time, the nunmber of individuals
we've identified, of course, the big surge in the
initial total force screened back in '88 -- '87,

'88, identified a |arge nunber, a relative large
nunber. The rates in the Air Force have al ways been
relatively low and a half to a third of what they've
been in the other two services.

We're now identifying about 40 new Air
Force H V infected nenbers per year. Qur incidence

rate is about point zero six per thousand nmenbers
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per year.

Next. However, we continue to nmaintain a
high level of interest in H V/AIDS and, to a | arge
degree, health behavior education in the Air Force.

Most recently, as you may be aware, Ms.
Christine Gebby, on the President's order, initiated
a Federal HIV/AIDS education initiative, |ooking at
not only personal -- decreasing personal risk of
di sease acquisition, but also at work place policies
in the Federal sector, non discrimnation, the
notion of how one does and does not get HIV/AIDS

That effort was kicked off |ast year at
World Al DS Day and has been working its way through
t he Departnment of Defense in terns of inplenentation
strat egy.

Ms. Gebby npbst recently was in San Antonio
and had a presentation involving the Air Force's HV
Train the Trainer course and | thought 1'd share
with you a little bit about the Air Force's approach
of how we hope to inplenent this initiative.

Next. We're a little bit different in the
Air Force in the sense that we use a -- these flags
are in the way -- 1'll do the ambi dextrous

t el ephoni c transm ssi on here.
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The Air Force is a little different in that
we tend to use inter-disciplinary teans at the base
| evel and provide centralized training once a year
to individuals at Wlford Hall Medical Center in San
Ant oni o.

The teamtypically consists of the HV
desi gnated position on base, as well as our Mlitary
Public Health O ficers, who are either nurses with
MPH training or Veterinarians |likew se, with Public
Health training, who really serve as the hub of the
spoke on the base for HV education efforts.

The program effectiveness, efficacy, is
measured by WIlford Hall through periodic surveys of
i ndi vi dual s who take the course, and we al so get
sonme information concerning the audi ences.

Under the President's H V/VAIDS initiative,
it has been -- basically the enphasis will be on the
civilian work force because since '86 - '87, we've
had in place other directives that require active
duty education efforts, so it wll be a
conprehensive force effort.

However, it will focus a little bit nore on
civilians initially, particularly civilian

supervisors as directed by the President's
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initiative.

Next. Just to show you again that what
we're doing is, we're trying to elevate this course
within the list of courses that the Surgeon
Ceneral's office sponsors, so that we can ensure an
ongoi ng through put of nenbers at the base level to
update them on the epidem ol ogy of HI V/AIDS and the
| atest techniques for comrunicating risk information
and policy changes, as they may evolve within DOD
and the United States Air Force.

Next. We had the notion that H V and Al DS
education and the health risk behavi or education
generally is an ongoing process. |It's not a one
shot deal .

We increasingly see the need to have, not
only nmedi cal personnel involved, but also people
fromour JAG or |legal office, people fromthe
personnel office, people fromthe Chaplain's office.

It really is sonething that everybody at the base
| evel needs to be involved in.

Next. | don't need to read these to you,
but basically to show that we have a conprehensive
list of |earning objectives for the course.

Next. And that we use a variety of
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resources. At a typical base, we encourage our
MIlitary Public Health Oficers and HI V designated
providers to use the resources in the | ocal
community, whether that be the Red Cross, whether it
be church or community groups, to support our
efforts.

What we find is that we just don't, as a
relatively small community in a |larger community,
have all the resources to do the program as well as
we'd |ike and, therefore, what we try to do is get
everybody invol ved.

As you can see, the enphasis on work pl ace
policies is something that is going to be increased
and has been already increased in this past year's
course and in future courses.

Next. We use a variety of formats, we try
to get away fromthe |lecture format and the
presentation. W actually have, if we have dentists
and nurses and physicians and others involved in the
course, we try to get themto act as a team to put
toget her presentations as they would, at the base
t heater.

And also to take typical questions from

i ne commanders, supervisors, civilian supervisors
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and H V infected individuals, et cetera.

Next . And that's it. Well, as | said, |

tried to be brief. [1'll take any questions, but
you'll hear a | ot nore about our activities over the
next -- this norning and this afternoon.

Thank you.

DR. KULLER: Any questions for Col onel
Par ki nson?

Thank you very nuch.

Commander Ungs, fromthe U S. Coast GCuard.

COMMANDER UNGS: Good nmorning. | did have
a presentation, but it was focused on the Haitian
situation and events, essentially, have overtaken
the slides |I'd prepared and given to the flag brief
and the Commandant, so |I'mgoing to give part of the
content fromthe top of ny head, but the handouts
had woul d be partly outdated and therefore
i ncorrect.

First, a brief introduction of the Coast
Guard. Sone of you may not be highly famliar with
it. It is one of the Arnmed Services, though unlike
the other four Armed Services, it's under the
Department of Transportati on.

But |i ke our sister DOD Services, it has

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

65

sone simlarities in mssions, such as the mlitary
arena, but also has a large m ssion involvenment with
humani tari an services and ki nd of |aw enforcenent
services, such as enforcenent of |laws and treaties.

Myself, fromthe Ofice of Operational
Medi ci ne, which is under the O fice of Health and
Safety. The Coast Guard being a small service,
roughly 38,000 active duty, everything gets
conpressed down. Qur nunbers are quite snal
conpared to our DOD sister services, so | end up
weari ng many hats.

Let ne give you a little brief on the
Hai tian situation insofar as the Public Health and
Communi cabl e Di sease aspects.

The Haitian operations are part of what we
call alien mgrant interdiction operations or AM O.
Alien mgrants is the State Departnment term for
t hese people such as the Haitians. That's the
official termthat we use and that's to distinguish
bet ween refugees.

AM O operations for the Coast Guard's been
going on for some time, at least into the early 80s.
To date there have been -- the nunbers are rapidly

changing. There's 75,000 plus that |I've heard of
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aliens that have been interdicted and repatri at ed.
Just two days ago, it was close to three and a half
t housand Hai ti ans al one.

There are roughly 28 countries identified
in the AMO situation. W're hearing a | ot about
Hai ti and Cuba, but other countries such as China,
t he Dom ni can Republic, other Caribbean countries
and, as | nmentioned, 28 countries that are having
i ndi vi dual persons conme through the maritime route,
| et alone the land route through Mexi co and Canada
and try to enter into the United States.

Last summrer, it was brought to our
attention that the Ofice of Health & Safety, sone
concerns that the operational community had with the
Public Health issues related to interdiction of
alien mgrants.

You may recall sonme of the Chinese vessel
of f of Long Beach, Long Island Jones Beach and off
t he West Coast, the CGol den Venture and sone ot her
situations and these were absol utely depl orable
si tuations.

| wasn't there, but | saw plenty of
pi ctures and filmand the human situation with

t hese, were absolutely deplorable, |et alone the
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soci etal situation where these fol ks were
essentially slaves, but there was real concern anong
t he operational comunity.

Twofold. One is the transm ssion of
di sease to active duty personnel and, two, the
humani tari an concerns of the m grants thensel ves.

AM O situations do vary, dependi ng upon the
situation. The Cuban/Haitian situation is a little
different. They, unlike the Chinese, insofar as the
Chi nese situation tends to be masses of peopl e,
| arge groups, a hundred plus, sonmetinmes as nmany as
300 people, all crammed in the hold of a vessel and
in the past, deplorable sanitary situations.

VWil e the Cari bbean situation tends to be
vessel s of all size, many of themvery small, at sea
for relatively short periods of time. Sonetines
just a matter of hours, sonetinmes days, very over
crowded, but the Chinese situation as another
extreme may be at sea for a year or nore, crammed
down bel ow hol ds.

So, obviously there is sone issues. Alien
m grants do conme from areas that are endemic with a
vari ety of communi cabl e di seases not typically seen

in the U S. Those also are di seases that are very
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fam |liar, such as hepatitis and tubercul osis.

This started |last summer with sonme concern
within our Office to try to have coherent policy
regardi ng the prevention of communi cabl e di seases.
It initially started out, | had several years with
the CDC and so | had some coll eagues there | |ined
up with and invited the Navy to join us with that
because of their situation and having, as tinme went
on, increasingly involved.

And over a series of joint neetings that
took place in Atlanta and Washington, D.C., actually
tried to formul ate policy concerning for the
prevention of primarily communi cabl e di seases anong
active duty personnel, disease transm ssion as well
as anong the Haitians thensel ves or anong the
m grants thensel ves.

Surveill ance systens are not what we as
Public Health people would |ike to have. There are
no known reports that the Coast Guard have of active
duty personnel having had a comuni cabl e di sease,
does not nean it doesn't exist, because our
surveill ance systens are not -- are really
essentially a passive system

There's regul ati ons that says you're
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supposed to report these things, but as far as we're
aware of, despite a decade plus there's no known
comruni cabl e di seases that have transferred,
particularly funds of interest such as hepatitis,

Al DS and tubercul osis.

Now, there have been instances of PPD
conversions and then we don't know, we don't have
the surveillance mechanism We'd |like to do
controlled studies and the like to see if the
conversion rates differ for those involved AM O
situations, those which are not, but at this point |
cannot coment whet her individuals have been
observed -- this is Coast Guard personnel -- to be
observed at increased transm ssion rate or PPD
conversion rates.

Much to our pleasure, if you will, the
systenms aboard vessels which are primarily the
situation -- because it's maritinme obviously -- the
systens, engineering systens, the operational
systens, the nedical systens, have essentially
provi ded those control neasures.

The prevention or to nmake sure that there
is clean and secure water and safe food practices,

the how do you stage mgrants, alien m grants by
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keepi ng t hem above decks, open air situations, don't
l et them get inside of the vessel if at al
possi bl e.

Separating food situations, appropriate use
of personal protected equi pment and the basic
i nmuni zation series to date appear effective and we
have no reports ot herw se, though they could be out
there, we're just not aware of it.

Qur fear, of course, is transm ssion of
prevent abl e di sease and i ssues cone up such as
shoul d you inocul ate people with the Hepatitis B?
What about mal aria prophylaxis and on and on through
the list of diseases?

Of course, all these have costs to them and
expensi ve other resources and then Coast Guard
i nvol venment is probably |ike other services, is that
people flow in and out of stuff and they're
stationed here and their risks are intermttent and
over time, so it's difficult situations.

| won't go into the detail of what our
proposal s are or our current recommendati ons. W're
wor ki ng very close, particular with the Navy on
this, to have sone parallel. Qur mssions aren't

exactly the sane.
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The Coast Guard is small vessels, intercept
at sea. The Navy, as you are well aware, has |ike
t he COMFORT, but there are certainly a nunber of
simlarities and we try to have parallel operations
or policies which, | think, are generally so.

| thought I'd just leave it at the AMO
Situation because | thought maybe individuals m ght
be curious to that part.

DR. KULLER: \Who is responsible for the
Hai tian refugees now who are being sent to
Guant anano and to Panama, in ternms of prevention of
communi cabl e di seases and preventive nedicine? |Is
it the Coast Guard or the Navy?

We heard a report sone tinme ago about what
was an excel l ent program for prevention at
Guant anano, but is that now still in place and how
is that working?

COMMANDER UNGS: Coast Guard involvenment is
essentially maritine. It is the interdiction and
the transport, whether it's repatriation or to a
processi ng center.

DR. KULLER: And they get to Guantanano or
they get to Panama. Who then takes on

responsibility?
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COVMANDER UNGS: Yes, sir. They'd bring
themto -- wherever they m ght be, they m ght be to
Guant anano and then the Coast Guard does not take
care of these individuals beyond that point.

GENERAL HOFFMAN:  The situation in Panama
is unfolding and the Departnent of Defense's job is
to do what the Secretary of Defense directs that we
do at the discretion of the President.

And when the Adm nistration decides the
roles and m ssions that the Departnent of Defense
will play and the State Departnment will play and
t hat ot her people will play, then that will play out
rather directly.

So what's going to happen in Panana, at
| east as of yesterday afternoon, was still unfolding
in ternms of what the policy was.

At Guant anano, the operation at Guant anano
is a Departnment of Defense operation. It is a
medi cal installation as a Navy operated
installation. The Air Force has put nedical
personnel in there.

This was active at one tine, it quieted
down, the nunbers got very, very small, and nowit's

bei ng expanded again. But the basic operation of
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Guantanano is as it's been for the |ast year or two,
if that answers your question.

DR. KULLER: Well, nmy question would be
whet her the Board should have any concerns right now
or should generate any concerns about potenti al
problens or health risks in either of these two
| ocations?

We heard about a year or so or two years
ago, | guess, about what | thought was a superb work
t hat had been done at Guantananmo in preventing
spread of infectious diseases and |I was hoping to
make certain that that still is in place.

DR. BERG Berg from Navy Preventive
Medi cine Unit 2. Those were our epidem ol ogi st who
were down there two years ago. At the nonment, we
have only the hospital's preventive nedicine
depart ment down there. However, we are pl anning
on sending a team down to survey the situation and,
if necessary, we will supplenent it there.

Part of the problemis that the Air Force
has sone responsibility for nonitoring the nedical
care and we have to work out whether they're going
to do it or we are going to do it and this is a

matter that sinply requires sonebody sayi ng yes,
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we're going to do it so it doesn't fall through the
cracks.

But we are planning in the near future to
go down and assess the situation and see what needs
to be done to reactivate that system | cannot
speak for Panama. | assune that will be an Arny
responsi bility.

DR. BROOME: | just wanted to nention that
whereas the DOD clearly has the service
responsi bility at Guantanano, CDC s Division of
Quaranti ne has been there in their role of |ooking
at health clearance for people actually entering the
country.

And at the same tinme, they've been
provi ding consultation on control issues related to
tuberculosis and HH'V and | think it's working fairly
well, both with the Coast Guard on the ships for
refugees and also in the holding sites.

VO CE: CDC has been very hel pful, as
menti oned. We had three neetings down there that
were joint. There were twenty plus participants.
The majority of them were various CDC personnel,

Di vi sion of Quarantine, people fromthe Centers of

| nfectious Di sease, NYASH, basically was trying to
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cone to some consensus and then apply that to the
operational arena, which is the difficulty, of
cour se.

And they are, at this point, -- and they
have done site visits for us, as an exanple, so
their assistance has been nuch appreci at ed.

DR. KULLER: There's another -- yes.

MR. HARDI NG  Thomas Harding. OQur office
has been in contact with the hospital at Panana and
we are preparing for hospital patients that they
m ght be given.

DR. KULLER: Any questions?

CAPTAIN BERG Berg from Preventive
Medicine. | have two additional comments on this,
one follow ng up about the comment about the CDC.
Dr. Hunt Corbell of CDC called nme yesterday and we
are starting to work out and explore the possibility
of whether we can nonitor Haitians treated for
mal aria, to see whether the synptom there continues
to be far from sensitive.

We al so have a Preventive Medicine team on
board the COWORT and the concern there is
tubercul osis and what is being done to prevent that,

so that all of the Haitians, imediately upon
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arrival on the COMWORT, receive a chest x-ray.

Approxi mately five percent of them have an
abnormal ity conpatible with tubercul osis and these
are kept outside of the ship, up on the weat her deck
under canopies to prevent transm ssion of
tuberculosis to the staff on board the COVFORT and
to other Haitians.

Some of them of course, may be HV
positive. The x-rays, of course, do not tell us
definitively whether they have tuberculosis. That
evaluation will continue on at Guantanano and
el sewhere, but those are the imediate steps we're
t aki ng.

We're al so concerned about neasles. There
have been no out breaks of neasles yet. The plan is
to imunize all Haitians at Guantananm with MVWR
i mmedi ately upon arrival

DR. KULLER: | would hope that you woul d
keep the Board information of what's happening with
the situation at both Guantananmo and Panama, in
terms of infectious diseases. And any help we can
give it there becones a problem before it becones a
bi g probl em

CAPTAI N BERG  Thank you, we appreciate
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that offer and we certainly will keep the Board
i nf or med.

DR. KULLER: Thank you.

Dr Leitch, the representative fromthe
British Liaison Ofice.

COLONEL LEITCH: Ladies and gentl enen,
good norning. M nanme is Col onel Bob Leitch and |
have to tell you that right now, I'"'ma little in
awe.

Firstly, because I've only been in ny job
seven weeks and, secondly, because of having to
stand and speak in front of an audi ence of
di stingui shed experts and I am no expert.

|"ma nedical staff officer, I"mnot a
doctor and that |eaves nme just slightly at a
di sadvantage, particularly in front of such experts.

However, my |ast job was working for the Surgeon
General, a Triservice appointnent in the Mnistry of
Def ense.

And anongst nmy other tasks, | have to tell
you that | was intimately involved with Desert Storm
Syndrone for about a year, eighteen nonths. And as
the Chief Medical Planning Oficer in the Gulf for

our own forces, | also was involved there.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

78

| have a feeling, being a Catholic, that
one of these days |I shall hit purgatory and | know

what purgatory is going to be and it's going to be -

(Laughter.)

COLONEL LEITCH: -- Desert Storm Syndrone
or sonething |ike that.

Before | enbark on ny report which wl|
have no surprises, because it's Desert Storm
Syndronme, the British perspective, | thought | m ght
just relate a little anecdote to you about experts,
because you are experts and | am not.

And it concerns a story of last year in the
center of London in sumrer and it was in Hyde Park.
And this particular lunch time there was a chap
feedi ng the ducks, m nding his own business,
throwing bread in and all of a sudden, a footbal
whi stl ed from nowhere, hit himon the back of the
head and knocked himinto the water, and he was
knocked out and began in that shall ow pond to drown.

Now, nobody really noticed, because they
don't, because people are busy. And eventually
sonebody did and they pulled himto the water's edge

and he sort of lay there half in and half out of the
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water. And then as people do, they gathered |ike
cows, you know, curiosity, they all stand and | ook.

And the crowd gat hered and nobody was doi ng
anything. Eventually sone busy little chap pushed
his way through and he said let me through, let ne
t hrough, I'man expert, |I'man expert in First Aid.

Don't worry, I'm an expert.

And he then got to the front of the crowd
and he pulled this chap a little further out of the
wat er and he cl eaned out his nouth and then he began
artificial respiration and he punped away and the
water started to cone out and he | ooked up and he
said, don't worry, don't worry, |I'm an expert, he'l
be okay, |I'm an expert.

And he punped sone nore and nore water cane
out, and he punped sone nore and nore water cane
out, and he said don't worry, |I'man expert. And
eventually there was a chap in a pinstriped suit who
said pardon nme, young man, he said | don't want to
interrupt your accident mnistrations, but I too am
an expert.

In fact, 1'ma hydraulic engineer and ny
advice is if you don't take his ass out of the

water, you're going to enpty the | ake.
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(Laughter.)

COLONEL LEITCH: | sonmehow don't think
that will go in the m nutes.
Before | get into it, | also should tel

you that | have tried here to avoid acronyns because
seven weeks into this job, |I'"m confused by acronyns,
particularly American acronyns. There was one from
the | ast presenter about alien sonething or other
oper ati ons.

My favorite so far -- I'mcollecting them -
- nmy favorite so far came off a television program
recently and it was, he was a Texas Ranger and he
was being interviewed about illegal aliens crossing
t he border from Mexico.

And he was describing -- | won't try a very
sl ow Texan drawl, because it would offend a Texan
and |'msure there are sone here, but this Texan
| ooked into the canera and the | ady said, yes, what
do you do, what are you trying to you do? Well,
we're trying to stop Mexicans com ng over the
bor der.

And she said yes, she said there are two
types of people come over the border. There are

Mexi cans. Yeah, and who are the others? They're
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OTMs. He said what's OTMs? O her than Mexicans.

(Laughter.)

COLONEL LEITCH: So, as you can guess, |I'm
alittle confused. Right. To our Desert Storm
Syndronme, the Brit perspective.

Why? Why are we concerned at all? Well
firstly because it's a truism when Anerica sneezes,
Europe and in particular the Brits catch a cold. |
don't think nowis the tinme in the norning to extend
t hat anal ogy to the principle synptom which seens
to be diarrhea, but we are concerned.

And we are concerned because, as you
probably know, we had about 70,000 servicenmen and
wonen -- if | stick to servicenmen, we'll use the
generic, rather than the genetic termfromnow on --
so we had about 70,000 servicenmnen and wonmen in the
Gul f of which about 50,000 are still on active
service.

We have, right up until recently, produced
a series of reactive nmeasures. W' ve been reacting
to the CNN curve, that's what we've been doing.

And every time sonething happens over here,
we run around and around in circles back in the UK

and | do what | know a nunber of ny conpatriots and
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peers have done here, appear in front of House of
Commons Defense Conm ttee neetings and so on and so
forth and try to explain to people who are driven by
political inperatives, how difficult it is because
medicine, |I've learned so far, is not, as much as it
is a science and it's a science as nmuch as it is an
art and it takes an i nmmense anmount of work to
produce a definitive answer and | can't just do it
at the drop of a hat because sonebody wants me to.

VWhat we've done, therefore, is reached a
st age where we have produced what we believe is the
definitive statement. And our Surgeon Ceneral, a
Triservice officer, Sir Peter Beale, recently
produced what he considered to be a succinct
statenent, which was produced verbatimin the
British Medical Journal |ast nonth.

We believe this to be the definitive
statenent for the U K Arned Forces at this stage
and you'll bear with me if | read it to you, because
that way nothing will get lost in the translation.

And, secondly, because it is witten for a
lay as well as an expert audi ence, and because |
know we' ve got at | east one nenber of the press here

and that way, nobody can confuse what | say.
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Recently, the Gulf War has been held
responsi ble for a new nystery illness, the Desert
Storm Syndronme or Gulf illness. | wish to describe
t he steps being taken by the defense nedi cal
services to investigate these clai ns.

During the past year, we have assessed
pati ents who have devel oped synptons whi ch they
mai ntain were caused by service in the conflict in
the Gulf in 1990 - '91. Because about half of the
troops who served in the Gulf have left the
services, it's not been sinple to identify, let
al one gain access to, all those who claimto exhibit
t hese synptons.

For those who are still serving, referral
for assessnent is sinple, a well esta blished
procedure. For those who have left the services and
wite directly to the Mnistry of Defense for help,
we ask that they first see their general
practitioner to arrange a formal referral. The
assessnent is then carried out. The procedure for
ex-service personnel has been repeatedly publicized
on television and radio and in the press.

A register of all referrals is maintained

at the Defense Medical Services Directorate, and was
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under ny responsibility until recently, and al
assessnments are conducted at one service hospital

for clinical consistency, very nuch as your Tri-care
systemis doing, we've dealt with all three services
in one hospital

A detailed nedical and occupational history
is taken. The particulars of the patient's
experience in the GQulf are determ ned. This
i ncludes precise |ocations, novenments between
| ocations, and the tim ngs of those novenents. In
addi ti on, nmenorabl e events experienced by the
patients are noted.

A conpl ete nedi cal exam nation and routine
screening blood tests follow. Subjects with
specific, localizing synptons and signs have the
rel evant special investigations, which may include
endoscopy, biopsy, el ectroencephal ography,
el ectromyography, conputer tonography and magnetic
resonance i magi ng, et cetera.

We try to avoid using too rigid an
i nvestigative protocol, preferring to assess each
patient, as required. So far, 33 Gulf veterans have
been referred for assessnent, 33.

Ten had a conpl ete assessnent and have been
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di scharged from hospital follow up. W are no
| onger interested in them we are happy with their
di agnosi s.

El even have had initial consultations and
are awaiting follow up to discuss the results of the
investigations. Twelve are awaiting their initial
hospital consultation and that was at the 25th of
| ast nonth.

The synptons descri bed are diverse and non
specific. They include fatigue, weakness, mnuscle or
joint pain, headache, hair |oss, poor concentration,
di arrhea, depression, nood sw ngs, disturbance of
sl eep, breathing difficulties and cough, as we'll
tend to feel probably tomorrow norning. | certainly
will if |I"ve got a hangover.

Most patients describe three or four
synptons fromthis |ist, but no consistent synptons
conpl ex has enmerged. The commmonest synptons are
fati gue and weakness. Consi stent findings have
been an absence of physical signs and no abnormality
on investigation. Patients who have conpleted the
assessnent have responded well to the reassurance it
gave t hem

I n sunmmary, we have no evidence to support
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the claimthat a medical condition exists that is
peculiar to those who served in the Gulf conflict.
Medi cal statistics that we've conpiled also indicate
that the incidence of the diverse symptons all eged
to make up the syndronme has not increased.

There is no doubt that the synptons
reported are real. What is in doubt is whether the
non specific synptons of Gulf illness have a higher
preval ence in Gulf veterans than in the general
popul ati on.

Nei t her chem cal nor biol ogical weeps were
used by Iraq, but the threat that they posed was
wel | known to all personnel who went to the Gulf.
The circunstances of the conflict were therefore,
hi ghly stressful and we bear this in mnd in
continuing our investigation of Gulf illness.

Now, that is General Peter Beale's
statenment, which we took about four weeks, three of
us, to wite. Craft, argue over words and sentences
and get very cross with each other. That was our
statenent and that's what we stand by and nothing so
far, a nmonth on, has changed it.

| would mention that we have three concerns

at the nonent, two downs and one up. Down, firstly

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

87

our imredi ate concern, and it's been already
articulated in this roomthis nmorning, is the danger
that we believe that we are in danger of creating a
new di sease

It's the effect in the short termon the
patients, in inverted comms, that we are seeing,
and whet her or not we are actually doing them nore
har m t han good.

Nurmber two, and probably of greatest

concern to us in this room is the long term effect

it will have, the Persian Gulf illnesses or Desert
Storm Syndrone, or whatever you want to call it,
wi Il have on preventive medicine in the future, on

our ability to deploy in the future on operations.

And the preventive neasures that we w il
take, particularly prophylactic measures that in the
past we've accepted as normal, whether or not these
wll be limted and constrai ned by whatever cones
out of this over the next six nonths.

And | ast but not |east, an up. And that is
no matter what happens, all that we go through, we
are certain that there was a dearth of data
uncol l ected on our part, the Brits. W did not do

well in collecting the sort of data that we needed
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choose to take.
We know why. Firstly, because it was a

very short wal k. Secondly, because we have the

| owest di sease and non battle injury in our mlitary

hi story. And |last but not |east, what | have terned

t he nort hwest Europe Armageddon m ndset.

And to put it in sinple terns, we had spent

so long sitting on that 100 kil ometers by 60

kil ometers piece of northwest Europe between the
El ba and the Rhine or whatever, in an environnent
where we expected a particular scenario to devel op
that, quite frankly, who gave a damm about typhus,
if you're going to glowin the dark on day ten?

(Laughter.)

COLONEL LEITCH: And what happened as a
result in our Armed Forces, is that our preventive
medi ci ne capability declined markedly. And what we
saw i n our deploynment in the Gulf War was a result
of this and now people |Iike John Graham and nysel f
are scranbling around thinking good |lord, did we
collect this, did we collect that, and we know we

didn't.

Now what will cone out of this for the good
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and has al ready been nentioned, we believe, is that
it's going to focus our mnds that in the future, we
get back to doing it as we used to do it and do it
properly and collect the data, in order that we can
in future answer these sort of questions when they
conme up.

So that really is the statenent on
preventive nmedicine, the report that | have to offer
on behalf of the U K for this neeting. 1'd like to
finish by apologizing for nmy conpatriot, Commander
Clifford, not being here, the Canadi an Medi cal
Forces O ficer.

He' s away doi ng sonet hi ng hugely inportant,
probably in Newfoundl and or sonmething |ike that and
" mrather now hoping -- | notice that nmy Air Force
medi cal col | eague, a proper doctor in the Air Force,
is sitting in the back doing a little quality
assurance, so | rather hope that | passed the first
st ep.

Thank you very nuch.

(Appl ause.)

DR. KULLER: Any questions? Yes.

DR. ASCHER: M ke Ascher. You have an

active Health Service.
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COLONEL LEITCH: Yes.

DR. ASCHER: So access to care is not a
guestion. The comment | nade earlier may have been
a bit cryptic, but in many cases the access to care
for individuals who were in the Gulf is dependent on
t hem havi ng conplaints of this type.

| ndeed, that then becomes the basis for a
disability claim As | said, this has that
conponent of a societal issue.

" m wondering what you would comment on the
i nportance of that? |If you did not have a Nati onal
Heal th Service, what would you have?

COLONEL LEITCH: Yes. This is a very
personal comment from a personal point of view
VWhen General Romebl ank came across to the U K.,

t hi nk about ei ghteen nonths ago and we sat and we
had a beer in MIbank and we tal ked about this as an
i ssue, | suggested that there were principally two
di fferences between the U.S. and the U K. problem
with regard to Desert Storm Syndrone.

And one concerned, as we saw it, the
difference in age of the U S. forces deployed. |
was amazed at the age of the U S. forces because you

had so many Reservists deployed. W had very, very
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smal | nunbers and our Arny is very young because,
you know, they only stay about three years.

They join when they're 18 and they're gone
when they're 21, so | was a particularly old man in
the Arny. And then | joined ny new job in 332
Medi cal Brigade in the 7th Corps and | was anazed, |
was the boy of the organization. And it seened that
everybody | saw was a | ot ol der. That was
nunber one and certainly | believe there was a
considerable difference in age.

And secondly, of course, we have the
Nati onal Health Service. And these individuals who
are Reservists, whether they are volunteers, as in
t he National Guard or whether they have been call ed,
t hey go back to their own National Service Hospital
and therefore, they don't have the probl em of
medi cal insurance and so on and so forth.

And, quite frankly again, a personal point
of view, if |I had left the British Arnmy now and
suddenly had a recurring problemwth, let's say, a
henmorrhoi d, which | happen to have, and | didn't
have nedi cal insurance and so on and so forth, |
mght be a little bit pushed to say hey, | devel oped

this because | had to live on MREs for six weeks or
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sonething like that.

(Laughter.)

COLONEL LEITCH: That's ne putting -- and
| enphasize, this is a personal point of view, but I
have heard it expressed on a nunber of occasions,
that there does seemto be here, sone sort of --
it's far nore conpl ex than a nedical issue.

It's very nmuch a societal issue and it
seens to be very nmuch inter-connected. And |'ve
been wat ching the Senate hearings too.

| was there when Senator Riegle held forth
at Doctor Dorn recently and | got the feeling that a
great deal was to do with health care and the great
health care debate that's wacking your nation at
t he nation.

And of course it worries us because we are
busy unstitchi ng our National Health Service at the
nmonment, and we watch it very carefully. You sneeze,
we get a cold, the other way around.

DR. BROOVE: Are you naking any attenpts to
get rates of the Syndrome or -- | mean | presune
these 30 that you nention as referrals are not in
any way a conpl ete sanpl e.

COLONEL LEITCH: They are our total so
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far. Al of them 33, and we have tried as hard as
we can. We have -- we spent imense anount of
effort advertising it, saying | ook, conme forward.

You're a general practitioner and if you've
got sonebody who served as a Reservist and they
appear, then send them down to Wbholw ch, to the
Queen Elizabeth Hospital at Wolw ch, and let's see
t hem because we desperately need to produce sone
sort of answer to this.

We have | earned a | esson. W' ve |earned a
| esson over PTSD and the U.S. experience post
Vi et nam because we are only now beginning to feel
the effects fromthe Faul kl ands War and PTSD over
the | ast six nonths.

And those of you who are nedi a watchers,
wll see we've suddenly started to have to pay out
noney and things. So we've |earned sone | essons.
We watch very carefully what happens here because
this tends to |ay foundations for future behavior.

And we're becom ng as a nation anyway in
the U K, nore lithogenous. W're finding nore and
nore servicenen and ex-servicenen willing to stand
up and say hey, you owe ne noney here because | got

this as a result of.
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You'll notice we've just paid out mllions
for wonen who were discharged fromthe Armed Forces
because they were pregnant in the early and m d 80s,
hundreds of thousands at a time. These are |essons
we are very slow to |earn, but when we do we pick
them up quite quickly.

And so we're being very forceful and very
proactive in tracing every one of these. And of
course, we don't have the numbers, you know, what's
70, 80, 000 people.

Sir.

GENERAL HOFFMAN: One of the things that
t he Departnment of Defense senior |eadership is
struggling with right now, one of the form charges
fromDr. Joseph, the Assistant Secretary of Defense
for Health Affairs, is what are we going to do the
next time? |Is there a way to do this smarter? Do
you need a data base of every single person who
goes?

Amazi ngly enough, we can't tell you who
went. | nmean we didn't do it in such a way that --
we did it the normal way and the only way it just
sort of goes. You know, if we go to Somalia, do we

need to know exactly who went and how | ong they went
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for and where they went, as part of the systemfor
novi ng them over and bringi ng them back?

Does everybody need to have nud col |l ected
before they go? Does everybody need to have one
coll ected every year? | nmean, do we need to coll ect
hair or what is it that we need to do to establish
an epidem ological -- to get the denom nators in
t hese pl aces?

Do we need to define a cohort of people
t hat have nothing to do with the mlitary out in the
civilian world, so if we send 30,000 people
sonepl ace, there's 30,000 people out in the civilian
worl d, we can go and start tracking sinultaneously
somehow.

We don't know the answers to those
guestions, but | can tell you that we are asking
t hose questions. We are asking those questions and
we will eventually, and eventually is a matter of
weeks or nonths, we will eventually cone to terns
with what we plan to do so we don't end up with such
aterribly, terribly difficult situation in the
future.

MR. BUCKENDORF: May | make a comment? |

have to identify nyself as the non party |ine nenber
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of the DOD entourage here, because | believe that
there are a nunber of things that perhaps have not
been presented, perhaps have not been recognized.

And certainly I nust tell you in ny absence
fromthis Board for about three years, |'m surprised
that much of the to do that has arisen over
sonmething that | think we did gather data on during
the Gul f War.

We had the Navy forward lab in place, we
were monitoring on a weekly basis the incidence, the
preval ence of diseases that were reported. And
quite frankly, coincidental wth your findings that
the disease non battle injury rate was the | owest
ever, we plotted this against what we thought were
those things that the incidence rates that had been
preval ent in other desert warfare, basically tracing
it all the way back to World War One in terns of
what we could identify as incident rates of disease.

At any rate, we had that information and it
was amazingly low. No, we did not have the nanmes of
everyone who went, but one of the things that |
woul d point out to this group, that up until about
two weeks ago, we had a Gulf War registry for active

duty mlitary which | believe amounted to about 65
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people. | think the nunber nmay well be higher at
this point in tine.

" mtal king about the Navy, | don't care
about the other services because | don't represent
t he ot her services.

(Laughter.)

MR. BUCKENDORF: | think you guys only had
one or two, so we all had very small nunmbers. It is
al so amazing to note that the group that we have
heard nost vocally fromor fromwhich we have heard
nost vocally is a group | believe in Ashville, North
Carolina, a Reserve group.

There is a Reserve Seabee battalion,
construction battalion that | believe we have people
in Ashville, Colunbus and a couple of other places.

The one in Ashville, I think is nost cooperative.
The one in Colunbus has been nobst vocal. |Is that
correct or do | have it just opposite?

I"'mtalking to Bill Berg because Bill has
t he nost know edge of this. W actually, and Bill,
in fact, has done, Bill and Steve Cunnion, have done
a trenmendous anount to deal with these people
directly.

We have made trips with Preventive Medicine
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teans with personnel people and a nunber of other
folks to go see these people, talk to them record
their synptonms, to | ook at their health records and
a nunber of other things. And, quite frankly, this
seens to have either not been w dely publicized or

it has fallen on deaf ears.

Agai n, commensurate with what you' ve had to
say, that group is an older group. Lots and |ots of
runors, lots and |ots of discussions about the w de
nunmber of |ynphomas and ot her types of cancers
avai l able. And when we follow up on that, it turns
out that that is -- it's non existent.

And, quite frankly, | think much of what we
have seen has been the inability of the Departnent
of Defense to stand up and say, there's nothing nuch
there, folks, other than a wi de diversity of
synptons which basically do not point to any single
di sease entity.

And | believe that. | really wi sh that our
fol ks had the wi sdom and the foresight to stand up
and do what the Brits have done in this regard.

Bill, I"lIl turn it over to you because you
have -- you may have other things to say about this,

but you do have all the data that the Navy has
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gat hered on these people.

CAPTAIN BERG | really don't have anything
nore to say on the data. It's been presented and
copies of it are circulating. | think one thing

that inpressed ne, having participated in the IH
Technol ogy conference and the |1 OM conference of the
Def ense Science Board is how quickly the nenbers of
the Board were i nmpressed by discussions in which

t here was dat a.

There was not that nmuch concern about
i nfectious di seases, because there was a tracking
system \Where these panel nenbers have probl ens was
where we have limted information in the
envi ronnmental health issues.

And | think one of the |lessons now is that
we need to have provisions in place for future
conflicts to collect this sort of data because |
think this is the best way to answer these questions
in the future.

MR WRIGHT: 1'd |like to make one
statenent. The thing that we need as the first
tracki ng nechanismare two things, one is a CATS
program that collects out-patient data, which we

have never had because we can't even tell you how
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many active duty people have ingrown toenails.

We can tell you how many suture kits were
used, but we can't tell you what the diseases are
and that's been a big headache we've al ways had.

And second of all, sonbody's got to
approach the line and tell themthey have to devel op
a real tine rooster, so they know who was in Desert
Storm and they know who were in Somalia. And
wi t hout doi ng those two things, you will not have
the basis to even | ook at what we want.

GENERAL HOFFMAN: Both of those things are
true. | mean | think the Departnent recognizes both
of those deficiencies, anmbulatory coding and --

MR. BUCKENDORF: | have a concern though.

GENERAL HOFFMAN:  And t he personnel
communi ties recogni ze that.

MR. BUCKENDORF: The whol e CATS program
didn't have the diagnosis either.

CAPTAI N BERG | under st and.

DR. ASCHER: | have a concern about the
process fromthe perspective of the Board. As Chair
of Disease Control, | would hope we would be asking
questions about this in the future.

But | have in ny hand a report fromthe San
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Franci sco Chronicle that concludes that the Joshua
Letterburg study finds no cause for illness,

i nsufficient nmedical evidence to support the concept
U.S. forces were not exposed, and a very cl ear
statenment m m cking exactly what our British
representative said.

However, it is acconpanied by, in bold
print, we firmy believe there are servicenen and
wonen who are ill as a result of this Gulf
experience. So this gives a m xed nessage at the
hi ghest | evel.

We al so heard the third | evel of m xed
message, which is what the screening programreally
involves. If you go through this system everything
is normal and you're still not happy, you have CGulf
War Syndrone. So now you have defined it just by
t he process of |looking for it and that seens rather
ast oundi ng.

DR. KULLER: | think what that doctrine is
submtting this afternoon -- | would say two things.

One, the Board did hear excellent reports about the
qual ity of preventive medicine and al so surveill ance
about the Gulf War situation at previous neetings,

and | think that one of the reasons that the Board
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is very concerned here, is the fact that the quality
of the evaluation in the Gulf War Theater and the
qual ity of preventive medi cine was superb.

And that in reality, the Board did nake an
attenpt, as we all know, as did many of the officers
who are here today, to try and confuse the situation
very early and it's cost, unfortunately
unsuccessfully as it turns out, realizing what the
i nplications.

Since | mght have the | ast word before the
break, | can only say one other thing. It seens to
me that the one thing that's m ssing here, and |'ve
said this repeatedly, is a failure to recognize the
fact that psychiatric disorders are as real a
di sease as breaking your arm or having an infection
or anything el se.

We really haven't heard this. If we cal
this Endorkin Deficiency D sease, everybody woul d be
happy, it would solve the problem and there would be
no di scussion at all. Nobody would ask what is
Endor ki n Deficiency Disease, what it is.

But | suspect in reality, that if you | ook
at people who got laid off very suddenly from | BM or

from American Airlines or other places, they have

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

103

real disease, they have very, very substanti al

pr obl ens. But those conpanies in the civilian
sector or in populations |like that, as was pointed
out, have devel oped occupati onal nedi ci ne approaches
to deal with the stresses and the fact that the
stresses cause a real disease.

They do have real diseases, it was pointed
out, and | think our concern is that going fishing
for an infectious disease agent, which is
extraordinarily unlikely, or a chem cal exposure,
which is extraordinarily unlikely, instead of
realizing the fact that these people are sick and
that they do have serious health problens.

But that the health problens in nany cases
may be related to the social and environnental
stresses that they live with, injures them nore than
it does anybody el se because essentially we don't
deal with the real problens. And if you don't dea
with the real problens, they just get worse.

And so | think that one of the things we're
heari ng here and, unfortunately, nost of us, |
guess, still have the view that having a psychiatric
di sorder | abel or anything related to the central

nervous system is sonething we don't want to have
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or is sonething that's bad for you or sonething
that's really not acceptable in society, and
t herefore, we have to find the virus or a bacteria
or sone chemcal that's causing this thing and I
think this my be our big problem

COLONEL LEITCH: Could I make one point
for the Brits before | step down, sir, and that is
that if anybody in this roomactually gets one of
t hese individuals who passes all three stages of the
protocol and gets out the other side, and you still
haven't given them a diagnosis, could we have a | ook
at them because we'd |like to offer them a contract
fromnow into perpetuity for the rest of history in
a place in a bottle in the Royal Coll ege of
Physi ci ans.

(Laughter.)

DR. KULLER: We'Il take a break for about -
- what is it -- fifteen m nutes.

(Wher eupon, at 10:15 o'clock a.m, a recess
was taken until 10:43 o' clock a.m)

DR. KULLER: We have now a question to
t he Board regardi ng Mefl oqui ne | oadi ng dose and
Col onel Schuster will make the presentation.

COLONEL SCHUSTER: Thank you. Malaria
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prophyl axis continues to be an issue for the
mlitary certainly, and one of the nost effective
drugs right now, Mefloquine, is a drug which is
known to have a very long half life, approxi mately
21 days.

And so the issue conmes up if sonebody is
going to be deployed or going to an endem c area,
how do you get their Mefloquine | evels up adequately
to nmake sure that you' ve nmaxim zed their protection

A study was done a couple of years ago by
Wal ter Reed, the Institute of Research, in
conjunction with the Preventive Medicine Goup and
t he Navy Preventive Medicine Goup 6 at Pearl Harbor
in Keneowe Bay to specifically address the issue of
Mef | oqui ne tol erance and al so, the issue of | oading
dose.

If I can have the first slide, please. The
obj ectives of this study were to determ ne the type
and incidence of the side effects, the nmagnitude of
di zzi ness, which was then the prinme concern for nost
peopl e using Mefl oquine.

To | ook at safety and tol erance infornmation
on a | oading dose, to ook at any significant shifts

in the sleep cycle during Mefl oqui ne prophyl axis and
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to define the rate of rise of Mefloquine levels with
the | oadi ng dose regi men versus the standard weekly
Mef | oqui ne.

This was a double blind random zed clinica
trial with an active control. W did not have a
pl acebo control, because we were |[imted by
|l ogistics in the size of the popul ation that we
coul d handl e, because this was a study that went on
for three nmonths. There ended up being 359
participants in this study.

The butications were Lariam manufactured
by Roche, which is what is available to our troops
today. It's different for our European coll eagues,
it's a slightly different dosage than the Lariam
that's sold in Europe.

Chl oroquine is also manufactured and the
dose used by Hof f man- LaRoche and the dosage that was
used was 350 mlligranms. Base matching pl acebos
were made and the dosage regi nens were 250
mlligrans weekly for el even weeks in one group.

250 mlIligram | oadi ng dose, which was given
on three days and then weekly for ten weeks in the
ot her Mefl oqui ne group; and then Chl oroqui ne was

given 350 mlIligrans base weekly in the third group
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This just shows the schematic for the dose
adm ni stration. Everybody received the same nunber
of tablets. Those in the Mefloqui ne weekly group
got a matchi ng Chl oroqui ne placebo with their
Mef | oqui ne dose.

During the | oadi ng dose, Mefl oqui ne
pl acebos were used in the groups that weren't
getting the Mefloqui ne | oading dose, and Mefl oquine
pl acebos were al so used in those getting the
Chl or oqui ne regi men.

One of the drawbacks of this study is it
was done in males, so we still don't have a | ot of
information on femal es, which is getting to be nore
of an issue now as we deploy nore females into
endem c areas.

And the other thing is that these
candi dates were all screened for use of Beta
bl ockers prior psychiatric illness, et cetera, so it
is -- it has to be kept in mnd that this was a
narrow popul ation in a sense.

Now, synmptons were assessed on 16 occasions
over thirteen weeks. There were conputer scanable
forms, the environnental systens questionnaire, and

the profile of npods states. Both questionnaires
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that are used primarily by our coll eagues at NATI CK,
who assisted us with this and they're validated in
the mlitary popul ation.

The third nmethod was position interviews.
Now t he environmental systens questionnaire consists
of 68 questions, which are related to the review of
body systens, things |like | had a headache, | felt
sinus pressure, | felt dizzy, et cetera, and then
graded on intensity fromzero to five.

The profile of npod states are 65 one word
eval uati ons of feeling, again graded on a conputer
score sheet just by darkening a block and the
feelings are then grouped into six categories,
anger, tension, fatigue, vigor, depression and
conf usi on. And again, this is a tool that has
been used in the mlitary population and is
val i dated for that popul ation.

The physician interviews were non directed,
t hey were open ended questioning and our responses
were classified as either neurol ogic,
gastroi ntestinal or other.

The nunber of people in the three different
groups were approximately three to one in terns of

t he weekly Mefl oquine versus the |oading dose
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Mef | oqui ne group or the weekly Chl oroqui ne versus
t he | oadi ng dose Mefl oqui ne.

Again, this was an issue of nunmbers and we
felt we could get the statistical power that we
needed with this design, given the fact that we
didn't have access to as nmany subjects as we thought
we woul d have when we arrived in the field.

Sone of the subjects received an actigraph
whi ch they wore for three different periods for two
weeks. Pharmacoki netic sanples or sanples of blood
were taken for pharmacokinetics in the three
di fferent group. Again, and all the subjects took
t he questionnaires and were interviewed and they
wer e observed for taking their Mefloquine
medi cati ons.

Phar macoki netic sanmpling in both the
| oadi ng dose and the weekly Mefl oqui ne groups was
done just prior to dosing in weeks one, three, five,
seven, nine and eleven, as well as 24 hours after
each dose during the | oading dose three days.

This is what the plasma | evel s | ooked |ike.

The | oadi ng dose group you can see within the first
t hree days, achieved |levels that were basically

equi valent to the levels out at steady state after
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el even weeks; whereas the group that received

Mefl oqui ne weekly, it took them approxi mtely seven
weeks to get out into the range of 500 or so or 600
where the steady state pretty nuch exists.

And we used these time points to | ook for
differences as well in tolerance, between the
groups. In other words, during this first week, we
conpared the Mefloquine | oading dose to the
Mef | oqui ne weekly dose to the Chl oroqui ne about nid
poi nt and then at the end when everybody was out at
steady state, we did our primary conpari sons for
t ol erance.

Just | ooking at the plasma | evels, again,
in the 24 who were assigned to the pharnacokinetic
group in weekly and the 23 in the |oading dose, you
can see at 24 hours, in other words after the first
dose of drug, they both had conparabl e plasm
| evel s.

But then by the third day, the group which
got the | oading dose, clearly is out here at |evels
whi ch were equivalent to the steady state |evels and
the weekly group was finally out in the sane
bal | par k.

And then at the end of the study, and I
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note it to get an idea of the variability in this
group, we drew Mefloquine |evels on everybody who
partici pated who recei ved Mefl oqui ne and so we have
here 135 subjects, here 35, and you can see again
this pretty nuch defines what the steady state

| evel s of Mefl oqui ne woul d be on weekly Mefl oquine
in this popul ation.

Now, | ooking at the kinds of synptons first
by physician interview, during the first period,
days 2, 3 and 4, there really weren't any nmmjor
differences in specific synptons between the high
dose or the | oadi ng dose Mefl oqui ne and t he ot her
drugs.

There was a tendency here to see a little
nore nausea, although it's not statistically
significant and down here, the total proportion of
peopl e reporting synptons during that first week was
slightly higher in the | oading dose Mefl oqui ne
group, but it was not statistically significant and
everybody -- nobody couldn't performtheir functions
as soldiers during that period of tine.

Looking at the overall study now, not just
that first week when the drug | evels were the nost

different, but overall in the study, again you see
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now things are pretty nmuch the sane across all three
groups, in terms of their synptomatol ogy, and these
are the kinds of percentages we see with nmalaria
prophyl axis regularly. None of these were
debilitating in any way.

Now, | ooking at neurol ogic synptons by
physician review again, let's concentrate on the
first week when the Mefloquine | evels were the nost
different. Here insomia seened to be slightly nore
frequent in the high dose Mefloquine group or the
| oadi ng dose group. Dreans were al so a prom nent
synptomin the | oading dose Mefl oqui ne group

These were not statistically significant,
but overall the proportion of people reporting these
ki nds of synptonms during that first week, was
statistically higher in the | oading dose group.
Agai n, there was nobody here who couldn't function,
who felt incapacitated in their normal jobs that
t hey were doing.

And during this tine, they were going to
the rifle range, they were driving their vehicles,
they were doing their training, et cetera.

Looking at the end of the study for

neurol ogi c synptons, things pretty much even out
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across all the groups, and this is sonething that we
observed in every situation, that basically

tol erance occurs with time on these anti-malari al
medi cati ons.

Here there really was no mpjor difference
bet ween weekly Mefl oqui ne, | oading dose Mefl oquine
group or the weekly Chloroqui ne group, except that
t he Chl oroqui ne group did seemto have a little bit
hi gher incidence of headaches, but otherw se there
weren't any major differences.

Looki ng at the neurol ogical synptons again
by physician interview overall throughout the whole
study, the only thing that came out that was
statistically significant here was dreans with the
| oadi ng dose Mefl oqui ne based on that first week
experience. O herw se, things were pretty mnuch
conpar abl e across the board between the different
drug groups.

Looki ng at di zzi ness and defining the 95
percent confidence levels, are intervals in the
three groups. During the |oading dose week,
al t hough there was a slight tendency for the | oading
dose Mefl oqui ne group to have higher incidence of

dizziness with the 95 percent confidence intervals
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defined, there was no statistical significance here
and, again, nobody was incapacitated. Overall

t hr oughout the whole study period, it's pretty nuch
conpar abl e.

Looking at all other synptons that either
weren't gastrointestinal or neurol ogical, again,
basically everything cones out about the sane in the
three drug groups. We were interested in injuries
primarily because if Mefl oqui ne made you di zzy or
did sonmething to your coordination, perhaps you'd
have an increased number of injuries.

Looki ng at the environnmental synptons
guestionnaire just during the |oading dose week,
here there was a slight tendency in the Mefloquine
groups to have nore synptons that were referable to
depression and again, the little higher incidence
here of stomachache and there was some question here
of coordination off.

None of these, these were statistically
significant on this test, but none of these, when
t he physicians talked to the subjects, seened to
troubl e the subjects whatsoever. These were
guestions that were answered on the questionnaire.

They weren't brought up in discussions with the
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physi ci an.

The profile of MOD states questionnaire,
| ooki ng again across the differences again, this is
t he one that, based on 65 questions or so, defines
noods. There were differences, especially during
week five and six between the groups in the
intensity that was checked for these answers.

However, this was a period of tinme when
they were out in a two week field exercise, so there
were other influences in ternms of the fatigue and
intention. But in every case here, the Mefloquine
group pretty much conmes out a little bit ahead of
t he Chl oroqui ne group in intensity.

However, in incidence of these things,
t here wasn't nuch difference and, in fact, if you
| ook at the -- if you conpare these to the baseline,
not between groups, but to the baseline within each
group, none of the responses in intensity were
out side of the expected baseline responses in this
group of patients.

So nothing here, if you | ooked at the
i ndi vi dual questionnaires, would have been
consi dered outside the normfor this group.

Now, in an attenpt to get sone kind of a
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handl e on sl eep, we used the actigraph which was a
wristwatch size conputerized activity nonitor, which
our neuropsychol ogy, neuropsychiatry fol ks at Walter
Reed use for a nunber of studies and have pretty
much validated this for nmeasuring the inpact of
sleep in a nunber of studies.

It basically is a notion recorder and is
scored by a conputer and we were interested in three
basic times that we nmonitor. Unfortunately, about
48 percent of these actigraphs went on the blink at
sonetime or another during this and so, we had to
pool the data.

But when we pool ed the data, nothing here
is going to be statistically significant because of
t hat, but we saw sone trends. In the Mefloquine
groups, there was a slight decrease of about 20
mnutes in the total sleep tine per night conpared
to the weekly Chloroqui ne group.

The percent sleep here is just slightly
less. This is clearly not statistically significant
here. The average activity, that is howrestless is
your sl eep, Mefloquine sleep seened to be a tad nore
restless, but again nothing that we could say was

significant in any way.
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The gl obal index basically tells you about
the quality of sleep and is a nmeasure of
restl essness and periods of sound sleep. The higher
the score, the worse the quality of sleep.

This is -- again the Mefloquine groups were
slightly higher, especially the |oading dose group
here, but nothing that could possibly be said to be
significant, although if you take it in light of the
guestionnaire responses and so on, there nmay be
sonet hing to Mefloquine and sleep, which I'll get
into in a mnute.

We | ooked also at all the people on the
study who m ght have reported to sick call during
this three nmonth period and pretty nmuch all the
ki nds of conplaints at sick call were pretty nmuch
even across the board. There was no preponderance
of injuries in Mefloquine versus the other, none of
t hat was significant.

So the nost frequent neuro-psychol ogi cal
side effects that were seen in this study, wth al
three regi nens, were insomia, headache, vivid
dreanms, dizziness and irritability. The physician
interviews, neither Mefl oquine regi mnen produced nore

di zzi ness than Chl or oqui ne.
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On the ESQ the dizziness during the
initial week of the study was reported in a
significantly greater proportion of the |oading dose
Mef | oqui ne group, but no functional inpairnment or
sick call visits were attributed to dizziness.

The upper limts of 95 percent confidence
intervals for dizziness were 10 to 17 percent for
the three drug groups. The |oading dose Mefloquine
produced sone alteration in the duration and quality
of sleep. Feeling depressed was reported on the
pal ms and ESQ nore frequently in the Mefl oqui ne
recipi ents.

Foll owi ng the three day | oadi ng dose
Mefl oqui ne | evel s were equivalent to the steady
state | evels, neasured after el even weekly doses of
Mef | oqui ne and decreasi ng reports of synptons
occurred over the course of the study, suggesting
tol erance to the drug side effects.

Some other data that |'ve received from
Hans Lobell at the CDC, in his conversations wth
the Dutch Arny, there are three contingents here of
Dutch Marines who were sent over to Canmbodia. Each
one was over for about six nonths, starting in late

1992. This was the first half of '93 and the second
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hal f of '93.

The first contingent got over in a
situation where their quotas and so on, weren't
quite ready and had sonme problens with sone
i nfectious di seases here, but basically this
contingent and this contingent were both on weekly
Mef | oqui ne.

This contingent was given a |oadi ng dose of
Mef | oqui ne, and you can see -- and they were given a
questionnaire 48 hours after -- I'msorry, four
weeks after they had been in the field.

So this is four weeks after they got either
their | oading dose or began weekly Mefl oqui ne and
you can see there's, you know, in terns of the
synptons that are reported, there's really no
di fference between these contingencies. | don't
have data on efficacy, but it wouldn't be conparable
any way because they were at different tines.

Hans Lobell also gave ne this which, those
of you who conme to the malaria neetings, the Federal
Agency mal aria group neeting, have seen before.

This is data fromthe Peace Corps when they were on
a bi -weekly Mefl oquine regi nen and the purpose

of this was to | ook at when the failures occurred
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and basically they occurred nostly during the second
week of the bi -weekly therapy with Mefl oquine
or prophyl axis, when the |evels tended to be bel ow

t hese | evels, these blood |evels.

This was used to nodel a concentration
efficacy or a prophylactic efficacy nodel that the
CDC used. And basically, using this probit
regression, they're estimted efficacy at these
bl ood | evel s of Mefloquine, to get, you know, up in
the 95, 90 percent, you're tal king about having
bl ood | evel s six, 700 and bl ood |levels tend to be
slightly higher than plasma | evels, so plasma | evels
woul d be | ower than these, slightly I ower than these
bl ood | evel s.

So their prophylactic efficacy, based on
that kind of a nodel for 90 percent in that area of
Africa, would be about 460 or so. And if you | ook
at the blood levels in our study, the plasma |evels
in our study, you can see that 650 or so is the nmean
steady state |levels, which would certainly be
adequate to give optimal protection in troops in an
area where the parasites are Mefl oqui ne sensitive.

And you can see, again, if you |ook at the

different time points in the group that was just
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dosed weekly wi thout the | oad, how | ong that they
were basically below these optimum | evel s.

So it would appear -- we can have the
lights on. There's certainly evidence
phar macokinetically to validate a | oadi ng dose
regi men of Mefloquine to show that you can easily
achi eve the steady state levels within three days.

It woul d appear again, fromthe very
l[imted study that we did in Hawaii, that this
| oading dose is pretty well tolerate. That, along
with the data fromthe Dutch Arny, again, would
support that that |oading dose is pretty well
t ol er at ed.

There are no efficacy studies on whether a
| oadi ng dose is really better than a non | oadi ng
dose, although certainly, theoretically, you can see
that it would make sense. There is no tol erance
data on femal es at this point and, certainly, their
smal | er body weight mght play a role in their
tol erance of a | ading dose.

Are there any questions?

MR. CHIN. JimcChin. |Is there any concern
abut Mefl oquine reactions in individuals with G6 PD

positions?
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COLONEL SCHUSTER: No, no.

COMMANDER UNGS: Tim Ungs. | know your
study did address it, but as quoting the nunmbers as
a research concern for the effects of the problem
i ssues and decision making. | wonder if you could
make comments about, as a program policy, that
tetracycline, a formof tetracycline my be a first
choice with all the concerns people have with the
side effects.

COLONEL SCHUSTER: Tetracycline has its own
set of side effects which, in many cases, are worse
t han Mefloquine's in ternms of G. The Mefloquine --
t hese synptons again, neasured on these scales, from
a practical standpoint didn't interfere with any of
t hese guys' tasks that they were doing, and they
were basically Marines in barracks in training, as
well as during two weeks out in a field operation
envi ronment .

There's al ways going to be, you know, and
they say it's one to 13,000, one to 10, 000 incidence
of neuro-psychiatric reactions that my be
significant. Clearly, our population is too snal
here to neasure that, but | think, you know, it's a

ri sk benefit kind of thing and I think we're running
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out of drugs to use.

| think the overall inpact of Mefloquine
is, at those doses, is pretty innocuous, but there's
a good chance there will be an individual here and
there that's going to have an undue effect.

There's been, you know, if you | ook at
Stephan's Travel ers questionnaires that the Sw ss
studies, there are tens of thousands of people that
have been nonitored on the various ani mal aerial of
prophyl actic regi nens. Wekly Mefloquine has a very
| ow i nci dence, certainly no different than
Chl or oqui ne endoxy, in ternms of its side effects.

COVMVANDER UNGS: Just a couple of pieces
that you noted are not here to help us make what |
think is a key decision and strictly key, given the
Air Force's ongoi ng concern about seeing the side
ef fects of Mefl oquine, et cetera.

The first of which is it depends how you
| ook at that data. | mean, as you said before, in
any of those nunmbers between weekly and hi gh dose
Mefl oqui ne, the | oading dose, are not statistically
significant, but in nost categories, particularly
early on, it was double the rate, two to four, three

to six, seven to nine.
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And what concerns nme is in that weekly
study, you only had 46 individuals in the |oading
dose nunbers. And while it's inmportant information,
it seems to ne that --

COLONEL SCHUSTER: We were expecting --
yeah -- we were -- again, it is and it was intended
to point us in a direction for further study, but we
were expecting to see larger differences produced by
the drug, the | oading dose versus the weekly. And
so that's why the sanple size was snmaller.

COMMANDER UNGS: | understand that. |'m
not criticizing, I"'mjust saying that as I sit here
ki nd of |ooking at through ny prism the other issue
when you get to the bottomin your sunmary total
that the one statistically significant finding you
did have, is that 38 percent versus 19 percent of
those in the | oading dose did have side effects.

COLONEL SCHUSTER: Ri ght. The proportion
of peopl e conpl aining of those side effects was
greater. For any individual side effect, there was
no statistical difference.

COVMMANDER UNGS: Right, | understand.

COLONEL SCHUSTER: And again, the physician

interviews thrown into that questionnaire would seem
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to confirmthat none of these were of particular
concern to the subjects.

In other words they weren't -- yeah, they
were checking them off on the sheet, but when
interview ng the physician and tal ki ng about how do
we go and so on, there weren't anybody who -- there
wasn't anybody who really had a conpl aint specific
to that in any particul ar group.

And when you | ooked at sick call and
everything else you could nonitor, there didn't seem
to be anybody who was running into a problem
perform ng their job or anything like that. But
clearly, it's in small nunbers. There's no doubt
about it.

COVVANDER UNGS: The other piece of it is
t he advocacy piece. | nean, |ooking at the Peace
Corps data, which is kind of retrospective, |ooking
at failures and assumng that we did a full
conpliance, the question that |'ve got is if it
isn't effective for up to eleven weeks of using it,
and we've been using it in DOD since --

COLONEL SCHUSTER: | don't think it's
ineffective for eleven weeks. | nean, you know,

it's arelative thing and it depends on what
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parasite you happen to get hit with and so on.

COMVANDER UNGS: Ri ght .

COLONEL SCHUSTER: | think in Southeast --

COMMANDER UNGS: | guess psychologically
we' ve been using it for ongoing two years and |'m
not aware, within the mlitary, of appreciable
failures or even we haven't been seeing popul ation
based data that | ooks at efficacy of a | oading dose
in a field setting versus anot her dose of that study
that's been done.

And | guess what I'msaying is | see the
question being a little premature, both in terns of
the side effect data and in ternms of clinical
efficacy data, particularly given that when
Mefl oquine first came out, we had a | oading dose.

We had not sinply a | oading dose, but we
had details and basically CDC backed off on and if
it has been that effective, | guess froma policy
i ssue, that | guess this would be nmalaria group too
and | want to raise it to this Board

If it is shown to be sub-therapeutic,
either in vivo or in vitro, why aren't we seeing
nmore nmovenent from CDC al ong these |ines?

COLONEL SCHUSTER: You know, | think again
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it depends on where the soldiers are being depl oyed.
| think that's -- one of the issue is that there

are parasites in certain parts of the world that are
becom ng nore and nore resistent to Mefl oqui ne and
so there you don't have as nmuch of a breather in
terns of the blood | evel that you generate.

They're pretty sensitive and so even after
a couple of doses of Mefl oquine, you' re going to be
able to keep things under control, whereas if you go
i nto Sout heast Asia you could probably take a
| oadi ng dose in sone parts of Thailand on the
Canbodi an border, and it still wouldn't make any
difference, you're going to get, you know, malaria.

But the idea was or the concern was, |
think, that you at |east optimzed the level in an
area that you went into where there was the
possibility that the parasites m ght be | ess
sensitive.

The other thing was that some of ny
col  eagues have told nme there was sone question in
Somalia with some switching of drugs, between
Doxycycline and Mefl oqui ne, and whether or not
peopl e were put into situations where they were at

ri sk before the Mefl oquine |evels had a chance to be
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adequat e.

And so in that kind of a situation or where
sonebody had to nobilize in a hurry, is there an
alternative?

This is not neant to be sonething, you
know, if you know you're going to be depl oyed six
weeks from now or three weeks fromnow in an area
where, you know, where malaria isn't nuch of a
problemor it's a lowrisk, | don't think there's
any point to | oading.

| think if you had to nove a group out
within a week to an area where there was sone
insensitivity to Mefloquine or a potential to that,
that m ght be a different issue.

COMWVANDER M TCHELL: Conmander M tchell,
Naval Health Center. Just a follow up comment to
Air Force concerns. W certainly are interested in
t he Mefl oquine | oading dose. | believe the mlitary
experience of the last two years. The only intense
exposure we've had to malaria would probably be
Somalia in that experience.

We have sone suggestions that there are
sone individuals who could have benefitted by

per haps a | oading dose, particularly individuals who
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have to shift from Tetracycline or Doxycycline ro
Mef | oqui ne .

The Naval forces have a particular concern
because they're subject to very short depl oynents,
particularly if you' re floating and you do not have
t he opportunity, as many of the perhaps |arge Arny
units, to take a nore unhurried approach and take
perhaps a nonth. Some of the special forces in the
Arny share our concerns.

When | tal ked to Hans Lobell at CDC, CDC s
recomendati ons were geared to a different
popul ati on, not specifically a mlitary audi ence.
They will admt the average Anmerican tourist
travell ers.

They do not have a heavy exposure in their
typi cal tourist destinations. Perhaps out of
medi cal prudence, they certainly are recomended to
take a hema prophyl axis, but their real exposure is
pretty m ni nmal

Putting troops in under conbat situations,
the insertion of troops where you have m ni mal
opportunities for personal protective neasures, in a
broader sense is a different threat environnment and

nost of the experts at the inter-agency malaria
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group recognizes the mlitary is a unique popul ation
and certainly should have a thorough consi deration
of the Mefloquine | oading dose because the CDC does
have a different popul ation and we certainly

acknow edge that.

DR. KULLER: Can we sunmarize? It
seens to ne that what we've heard is that there is
an inplied need, but we're not sure how big that
need is for a |oading dose.

There are certainly side effects associ ated
with Mefloquine in the | oading dose and the issue is
basically what the risk benefits m ght be,
especially in certain high risks groups and whet her
t here should be any further research, it seens to
me, to determ ne whether we would consider using a
Mef | oqui ne | oadi ng dose.

That's basically the way | can understand
it, but there's no data that says there actually is
a risk right nowin Somalia or anywhere el se, that
says that we've actually shown that because we
didn't have a | oadi ng dose, we actually had a
mal aria problem or is that -- or is it just -- what
|'"mgetting it's nore hearsay than actual data.

COLONEL SCHUSTER: That's an answer for the
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Preventive Medicine people.

COMMANDER GRAY: | think that data will be
published in the next few nonths. Mark Ross out at
t he Naval Hospital in San Diego is publishing that
dat a. But we had experience in two |locations in
Somal i a where we had the opportunity to observe
mal aria, and switching reginmens in the fact of
exposure to malaria and did see that the Marines who
did devel op mal aria after being switched to
Mef | oqui ne, devel oped malaria in the first several
weeks of being switched over and that seenmed to be a
probl em

The second | ocation was where we had an
opportunity of having troops that were co-| ocat ed,
sonme troops on Doxycycline and others on Mefl oqui ne.

And in that situation, the only case of malaria
that occurred in a soldier that was on Mefl oqui ne,
occurred in the first week after arrival in the
country. That's the only data that exists.

DR. KULLER: And | ask Dr. Ascher, as head
of the Infectious Disease sub-group, who is already
hard at work at it, to prepare the response and
we' Il have that back tonorrow norning.

Thank you very nuch. Dr. Broone, do you
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want to comment ?

DR. BROOME: | thought the experience in
Somalia was extrenely relevant. | wonder if you
could just tell us approxi mately how many cases of
mal aria were seen in those first weeks?

COVVANDER GRAY: How many cases total in
the first week after switching? No, | don't know
that. There were 48 cases in U S. troops in country
total. O that nunber, how many occurred in the
first week after switching, | don't know.

DR. BROOME: You just said that it
appeared to be a tendency for the cases to appear
within the first weeks of switching reginens to
Mefl oquine and | just didn't have a sense of whether
you were tal king about two cases or 40 cases within
that initial period before you woul d have expected
to reach the pl ateau

COMMANDER GRAY: O that total of 48 cases
that occurred in country, roughly half, about 24
occurred in one |location, Bardera, which is where
the Marine unit went in on Doxycycline and then were
switched to Mefl oqui ne.

How many of the Marines devel oped mal ari a

while they were still taking Doxycycline versus
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Mefl oquine, | don't know. | don't really have --
|"'mnot witing this paper. | hear about it, but I
don't have the data.

CAPTAIN BERG Berg, Navy. |I'mtrying to
remenber the figures off the top of ny head, but |
think it was sonething li ke those who were on
Mefl oqui ne had a rate of one case of mmlaria per
10, 000 per week.

Those on Doxycycline had a rate of about
five and those who switched from Doxycycline to
Mefl oqui ne, had a rate of about 25. | don't recal
the time when they got it, but clearly the big
problem was with the switch.

DR. KULLER: Is there any problemwth
Mefl oquine in terns of performance? Do we have any
data on performance of troops when they're on
Mef | oqui ne?

COLONEL SCHUSTER: There are no performance
studi es per se, other than the observations here and
right now, Swiss air pilots are being studied by the
CDC to | ook at their performance because avi ation
has al ways been off limts to Mefl oquine.

DR. KULLER: Do the passengers on the

pl ane, when they take off, know that these people
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are in a clinical trial?

(Laughter.)

DR. KULLER: Any nore questions about this
particul ar subject? Dr. Ascher, Mke, do you have
any questions? Okay, we'll have a report back to
you tonorrow norning

Ckay, we're going to nove now to the next
topic. Dr. Helnkanp is going to tal k about suicide
anong active-duty mlitary mal es.

DR. HELMKAMP: Not to belittle the Gulf War
Syndronme problemthat we're all talking about, but
recently | presented this data to a group of
officials in Washington and afterwards, | was
tal king with several of my coll eagues, including
Steve Kenyon and Bill Yang at BuMed, and they asked
me several questions.

Have you had thinning and | osing gray hair?

Have you |l ost weight? Are you fatigued? Are you
nauseous? Have you had diarrhea? | said yes to all
of those and the reason why is several days before
this brief, and actually several m nutes before the
brief and during the brief, which happened to be to
t he Surgeon General, | had all of those.

So | qualify as a person who has the
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syndronme, but | wasn't anywhere close to it. So
we're going to come across these type of people, but
sone of the criteria are so general that we al
qualify for it. And | think certainly with the
stress in parts of our jobs, it's been alluded to
before, it's going to be very hard to work all this
out .

| appreciate the opportunity to present
this suicide data to the AFEB today. This also
rem nds me too of several years ago when Dr. Kuller
was on the other side of the table, just like we are
right now, as | was defending ny dissertation, he
was the Departnment Chair at Pitt and | feel a little
bit nmore confident today than | did el even years
ago.

Copi es of these overheads are provi ded and
i ncluded anmobng these slides are several summary
tabl es, which were taken froma manuscript that is
currently in review at Mlitary Medicine. Al so,
t here's a conpani on paper on hom ci des of the
mlitary for the same period of tine.

And that raises a pet peeve which | want to
mention, and I won't nention it again, but for us

mlitary active duty people who want to get out
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mlitary specific data, we use MIlitary Medicine as
a main nmeans to do that, and if it takes four nonths
just to acknow edge recei pt of a manuscript, that's
unsati sfactory.

And then Lord knows how | ong for the review
process, to know whether or not it's accepted or
not. And us in the mlitary who want to publish in
a mlitary journal, that's very, very frustrating.
So if the AFEB of the O fices of the Surgeon
Generals can help, I and | think many others would
be very appreciative.

Al so included in your handouts is an
article which |I recently published in JOM on the
fatalities in the Persian Gulf conpared with the
ot her services.

Next slide, please.

For my presentation this nmorning, | wll
provide a thirteen year summary of suicide anong
active duty nmal es and conpare rates and trend
information with mlitary femal e suicides and al so
national data. | wll also provide a typica
service specific denographic profile of a suicide
victim

Further, I will present high risk
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occupati onal groups, both in terms of suicide
distribution and rate of occurrence for each of the
four services.

Finally, if time permts, | will provide
some trend information in relation to the DOD
Heal t hy Peopl e 2000 obj ective related to suicide
anong nmal es aged 20 to 34.

Two years ago, | presented devel opnent of a
DD- 1300 based data base to the AFEB. Since then,
the data covers thirteen years, 1980 to 1992, and
contains information on over 25,000 deaths, froma
popul ati on of over 27 mllion active duty mlitary.

Since 1990, information on the
circunmstances of death in the mlitary and the
met hod of death are no | onger avail able on the DD-
1300s. This severely limts conparisons to NCHS
data, death certificate data.

The DD- 1300 is the main source of input of
data for the worldw de casualty systemrun by DOD
For the two popul ations that we'll conpare this
norni ng, the age ranges are simlar, the E codes are
simlar and the rates are all expressed per 100, 000.

Civilian death information is based on NCHS

statistics fromdeath certificates.
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Next slide, please.

Looking at distribution of fatalities anong
mal es in both popul ations, you'll see that suicide
is the second | eading cause of non di sease death in
mlitary mal es.

Next slide, please.

Among femal es, the distribution is exactly
the same as with males. However, this is the third
| eadi ng cause of none di sease death in wonmen, second
to accidents and hom ci de.

Next .

Looki ng at overall rates by service, you
observe that the Marine Corps has the fewest nunber
of suicide victinms, but they have the highest rate
of 13.65. That is accrued rate.

The al nost 3,200 suicides in the thirteen
year period is sonme two and a half tines nore deaths
from suicide conpared to hom ci des.

Next .

Looki ng at gender specific rates in both
popul ation, rates anmong civilian nales are nearly
double that of mlitary nmales, 24 versus about 13.
Rates anong civilian feml es are only slightly

hi gher than their mlitary counterparts. And nmal e
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rates are substantially higher in both popul ations,
conpared to their femal e counterparts.

Looki ng at gender specific rates within
each of the services, both male and femal es have the
hi ghest rates in the Marines, although the female
rate is based on only nine cases.

Civilians have higher rates in all age
groups, although only slightly so in the youngest
group, 17 to 19 year ol ds.

Looking at service specific rates again for
the four age groups, Marines had the highest rates
t hrough age 34 and only a slightly lower rate in the
ol dest age group, 35 to 54.

The racial patterns of suicide rates were
simlar in both civilian and mlitary popul ati ons.
And race in service rates, the Marines had the
hi ghest rates anong both whites and bl acks and only
slightly lower rates than the Arny anong personnel
by the races.

On this sunmmary table there are a coupl e of
key points to be nade. Males generally are an
elevated risk in all age groups in both popul ations.

VWite males in particular are at the highest risk.

VWhile the rates anong mlitary nmales are high, they
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are still lower than the same sub-groups in the U S.
popul ati on.

Now, nore specifically |ooking at wonen,
which | think you mght find interesting, Air Force
females in the 20 to 34 year age group, both black
and white, have rates at 6.6 and 5.5 per 100, 000,
whi ch are greater than civilian rates.

And then | ooking at white females in the
two ol der age groups anong Army wormen, 37 cases with
arate of 8.8 in wonen 20 to 34 in the Arny and then
those age 35 to 54 have a rate of 19.45 only based
on eleven cases, but these rates are al so higher
t han national rates.

Next .

Looking at officer enlisted status or
surrogate for seniority, we see that enlisted rates
of suicide are generally nearly double the rates
anong officers. Rates in the Navy enlisted
community, steadily decrease as pay rate increases.

However, this does not hold for the other services,
where the rates vary through enlisted status.

This table, the previous one and the
followi ng one, are those tables that are in the

Mlitary Medicine manuscript. And then the next
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table is a summary of what |'ve just discussed and |
won't go into it, but it is a sunmary table for your
review | ater.

Looki ng at trends now, conparing U S.
mal es, their mlitary counterparts, and femal es and
their counterparts in both popul ations, you notice
that the rates are very steady for both males and
females in the U S. popul ation.

Mlitary rates, particularly anmong fenal es,
show a | ot of tenpo variability because of the few
nunber of cases; in particular, anong mlitary
females. In the years '80, '84, '87, '89 and '91,
there were fewer than ten cases, which would
obvi ously cause this trenendous change in rates.

This is a chart | obtained fromthe Bureau
of Naval Personnel |ast week and it has fiscal year
1993 data for the four services and generally the
rates for Arny, Air Force and Navy are about the
sane or a little bit higher than | ast year.

However, the rate in the Marine Corps is a
preci pitous increase over what it was in previous
years. Again, this is fiscal year information

Next slide, please.

Addi ng the informati on we just saw, but
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nmodifying a little bit for the Navy and Marine Corps
to shift to a cal endar year basis, and |eaving the
Army and Air Force at fiscal year basis, again we
see the | ater three services have a slight increase
from'92 to '93, and the Marine Corps ends up with a
rate in 1993 of 21.1, which is the highest rate in
fifteen years, based on the highest nunber of
confirmed cases, 37 since | -- of the data that |
have.

Ei ght of these cases were at AFOSI in Canp
Pendl eton early | ast year.

Next, please.

Now | ooki ng at just males, which is the
focus group of these presentation, again we see the
U S nmle rates are very steady and all four
services have rates that are well below the U S.
rate. However, they exhibit nuch greater tenporal
variability and that variability is very nmuch the
sane as what you saw previously because of the very
few femal e cases.

Next, pl ease.

Summari zi ng a denmographic profile of the

mlitary suicide victim we can make several

observati ons. This is very much a male, white
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phenonenon, where overall in the mlitary about 95
percent of the suicide victins are nmal e and about 83
percent are white.

In ternms of pay grade, for the Air Force,
Army and Navy, they are essentially second terners
where they're E4 to E6, average age around 25 to 26.

In the Marine Corps, they're nmuch younger at about
age 24-1/2 and it's the same between mal es and
femal es and they're first termers. Half of mlitary
sui cides, Marine suicides are E1 to E3.

In the Air Force, there are about an
average of 64 suicides per calendar year. |In the
Arny, there are about 93. Marine Corps about 27
t hrough 1992. It will be higher on the average,

about 30 now through '93, and in the Navy about 62

per year.
Next .
Now shifting a little bit on to the manners
in which mlitary individuals kill thenselves or

commt suicide. Conparing civilian and mlitary, we
see that it looks like the mlitary is just a sub-
set of the U S. distribution here.

In terms of the type of nmeans they use to

kill themsel ves, the percentages are very nmuch the
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sane, very little difference.

Among mal es in each of the services --
switch, please -- we see that Marines use firearns
in about three-quarters of all suicides anong the
290 cases. A smaller proportion in each of the
ot her four services use firearns.

In the Navy, 1'll point out that 18 percent
of the suicide victinms hung thensel ves, which is the
second bar up and 22 percent used drugs or notor
vehicles to commt suicide.

Next, pl ease.

Looking at females, we see there's quite a
difference. | don't know if it's statistically
significant or not, but 55 percent of mlitary wonen
use firearns.

One m ght pose the question, is this
di fference explained by the mlitary femal es’
famliarity with firearns? | don't have an answer
to that, but the question is posed.

Looking at females within each of the
services, within the Air Force about two-thirds of
the female suicide victinms use firearnms and | ower
percentages in the other three services.

In the Mari ne Corps, 22 percent of the
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womren, again only based on nine cases, use carbon
nonoxi de as a neans to kill thenselves. And within
Navy wonmen, a third use drugs and a third hung

t hensel ves.

Next, pl ease.

Looking at racial differences on the nmethod
of suicide, there are no notable differences
observed between whites in both popul ations.

Looking ampbng the mlitary whites specifically,
there are no notable differences here.

The nost obvi ous observation is again,
about three-quarters of Marine Corps whites used
firearnms. The nethod used by bl acks and persons of
other races is simlar in both popul ati ons al so.

Next, please.

The next five charts deal with the
occupational distribution of suicides anobng nal es
and then a sub-group of males 20 to 34, which is the
focus group on the DOD Heal t hy People 2000 Suicide
Obj ecti ve.

In Air Force males, we see that anong
security and | aw enforcenent specialists, about nine
percent of all male suicides occurred in that group

and a little higher percentage occurred in the males
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aged 20 to 34.

Al so, they resulted in what I'mcalling an
occupational risk ratio -- I"msorry, a rate of
about 16.3, which is significantly higher than the
12.1 per 100,000 anmong all Air Force males aged 20
to 34. This rate conparison results in what |'m
calling an occupational risk ratio of about 1.4,
which is statistically significant as shown.

Looki ng at two ot her occupati onal groups
within the Air Force, airman, patients and officer
trai nees, which is kind of a potpourri of groups,
but nonet hel ess they were coded on their 1300 as 990
bl ank bl ank, had a significant rate at 46.5 per
100,000 in the high risk group of males 20 to 34.

And the third group I'd like to point out
is nmedical and surgical service specialists,
resulting in a rate of 20.6 and an occupational risk
ratio of about 1.7. | mght point out too that the
544 suicides anong nmales aged 20 to 34 is about 70
percent of all suicides in all males of the 733
sui ci des.

Turning now to the next chart in male
occupati onal groups which are at high risk, we see

i nfantrynmen, occupational code of 11B, conprised
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about 12 percent of male suicides and about 12-1/2
percent of those in the males aged 20 to 34.

This resulted in a rate of about 21.2 per
100, 000 and an occupational risk ratio of about 1.7,
whi ch was significant P-000. And then also, in a
simlar fashion to the Air Force, mlitary police in
the Arny are at high risk, resulting in a rate of
18.6 in males 20 to 34 and a risk ration of 1.41,
significant at .05

This sub-group of males, 20 to 34,
constitutes 73 or nearly three-quarters of all male
sui ci des, the 839 divided by 1144.

Turning to the Marine Corps now, we see
that riflenmen, 0311 MOS, conprise 13 percent of the
mal e sui ci des and about 12 percent of those in the
mal e group of 20 to 34. Although all rates, but
those in nortarnen, exceeded the 14.18, none of the
rates were significant, based primarily on | ow
nunbers of cases.

I n the suicides anong the m ddl e age group,
20 to 34, was exactly three-quarters of the 336 male
suicides. And looking, finally, at Navy nuales,
which is on this table and the follow ng table, we

have two groups that are particularly high risk.
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Al t hough the machinist's mates had the
hi ghest nunber of suicides in both all males and the
mal e specific group at 20 to 34, they don't have a
significant occupational risk ratio. However,
seaman recruits and seaman apprentice do.

Among seanman recruits, the 20 cases
resulted in a rate of 27.32 and an occupational risk
ration of 2.2, significant at point zero zero zero.

And then anong seaman apprentice, the 19 cases over
the thirteen years, resulted in a rate of 20.9 and
an occupational risk ration of about 1.7, conpared
with the overall rate of 12.6 or so in all Navy
mal es in that age group.

And again, about three-quarters of the male
sui cides were out of the male group of 20 to 34.

Now, the final portion of ny presentation,
|"mgoing to shift gears a little bit and
specifically talk about a Heal thy People 2000 goal
t hat was devel oped by the Public Health Service sone
years ago and anongst their hundreds that they
devel oped, and one that the mlitary adapted
verbatim rights and all for each of the -- well
collectively for the mlitary and | presunme for each

of the services.
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However, | find specifically sonme probl ens
in adapting verbatim if you will, sonme of the
Heal t hy Peopl e 2000 objectives to a mlitary
popul ation. First of all, national data bases such
as NCHS or NIOSH, do not reflect mlitary
denogr aphi cs.

We are a group that is 90 percent male, 75
percent white and 98 percent of us, nyself excluded,
are 45 or younger. Less than three percent of
mlitary deaths are captured in national data bases.

Sone obj ectives and goals are not service
specific. The ones that we have adapted in DOD are
not service specific, and the nonitoring of mlitary
progress towards national goals is very problematic
and difficult, at best.

Next .

The specific goal | amdiscussing fromthe
national levels is 7.2 Bravo, which is violent and
abusi ve behavi or, whose goal is to reduce suicides
to no nore than 21.4 per 100,000 anong mal es aged 20
to 34. This is based on 1987 NCHS data.

Now, the mlitary goal, which I would
propose and this is based on the DD 1300 data base

that |I've devel oped over the | ast couple of years
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called MLTOF, should read -- will be the nunber 21
clinical and |I'm paraphrasing what it actually is.

Reduce suicides in the mlitary to no nore
than 11.4 per 100,000 anong nal es aged 20 to 34.

Looki ng specifically at each of the
specific services, and again, based on 1987 dat a,
one may choose anot her year where rates m ght be
| ower; therefore, if your rates are |ower, your
reduction is changed. But | chose to use 1987 to
mat ch exactly what the national popul ation was
usi ng.

So based on the 1987 nunmber of suicides and
the base rate for that year for each of the
services, one can develop a goal rate for the year
2000 and this goal rate, again being consistent with
1987 national goals for the year 2000, represents a
fifteen percent reduction from baseline across the
board for all services, no variation there.

So this just puts in one table what our
goals, | think, should be. They're realistic, but
one m ght also think well, geez, we've already net
t he national goals; therefore, we're in good shape,
but that's not the reality of what's occurring in

DOD.
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The last four charts I'd like to talk to
you about briefly, shows what has happened over the
| ast four or five years with service specific
suicide rates anong nmales aged 20 to 34, how this
conpares with what a projected and realistic DOD
goal is, conpared with what a national goal is.

Specifically for the Air Force, there has
been a | ot of variability over the last -- from' 87
to '92 and nost recently, the rates are bel ow what
are projected trendline would be to the end of the
century. And 1993 data woul d be below that |ine
al so, so one could say the goal was net in the Air
For ce.

Looking at Arny nales aged 20 to 34, it's
quite a different story. Whereas the last -- from
80 to '90, the rate increased quite a bit and that
was due to quite a few nunber nore suicides in 1990.

The trend is slowy going down, but they're a ways
fromwhat a projected goal ought to be, | think.

Looki ng at Marine Corps nmal es, again,
there's a lot of variability here. The Marine Corps
agai n has fewer cases than each of the other
services, but they are, at least from'90 to '92,

there was a downward trend. However, if you add '93
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to that, the spike is way up around 20, so they
woul d be far fromattaining a goal, at |east m dway
in the cycle to the end of the decade.

And then finally anong Navy nmal es aged 20
to 34, you can see that from'89 on and also into
'93, the rates have been slightly below a trend
towards the goal in the year 2000, and '93 would
continue that.

One m ght suggest fromthe data | presented
on the summary table anong Air Force and Arny
femal es, that we have other high risk groups other
than just males 20 to 34, that simlar goals and
obj ectives broader than what DOD has adapted just
for mal es could be adapted or devel oped and adapt ed
for Air Force and Arny fenal es.

Wth that | close and will entertain any
guestions. Thank you.

Gener al .

GENERAL HOFFMAN: Did I understand from
| ooking at the data that a significant portion of
t he suicide seens to be sort of in the transient
popul ation in those when they' re first brought in
and they're in training? |Is that a place where you

woul d recommend that efforts primarily be focused,
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if you were going to focus nore in one place than
anot her ?

COMVANDER HELMKAMP:  Yes, sir. And what |
woul d use is the data that | have, which is
primarily descriptive and denographic, wth JAG
Cor ps dat a.

Every suicide is investigated, | certainly
know in the Navy and Marine Corps and | think the
ot her services, to use profiles we devel oped. |Is
there a marital problem is there a work problem a
finance problem and use that satellite of
information along with what |'ve gathered to
pi npoi nt those specific groups |ike seaman recruits
and seanman apprentices.

That's a group that we can get to alnmost in
group in mass, to ook at. We could do the sane for
mlitary police, for exanple, although they would
tend to be a little bit ol der and probably second
ternmers, but | would direct preventive efforts very
early on and to specific groups.

Yes, ma'am

DR. STEVENS: Do you have any information
about the circunstances for these suicides? | ask

it because the data that you've presented, to ne
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doesn't tell you very nmuch about how to go about a
preventive program

COVIVANDER HEL MKAMP: No, and that's why I
suggest the JAG Corps data. It goes into a
t remendous ampunt of detail about famli al
rel ati onshi ps, you know, whether it's between famly
menbers or if there m ght be a hom cide, suicide
i nvol ved or you know, again, famly probl ens,
finance problens, adm nistrative problenms with their
j ob.

The DD- 1300 in general doesn't provide that
information at all. Even prior to 1990 it didn't
provide that, so | think this type of data married
to any other nedical |egal data would be very, very
hel pful, but | haven't taken that next step yet.

But there are certain working groups
within, | know the Bureau of Naval Personnel. that
does exactly that and we're working on conbining our
efforts.

Yes, sir.

VOl CE: Coast Guard. The new m nor
denom nator, is that regular active duty personnel
or is that a group of Reservists and National Guard

that m ght be tenporary active?
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COVWANDER HELMKAMP: | f they were on active
duty, for exanple, Desert Storm those 600, 000
peopl e, of which a certain group was Reserves call ed
to active duty, they would have been included in
this data base, but primarily over the thirteen year
period, it's just those regular on full time active
duty.

Yes, sir.

VO CE: The determ nation of
intentionality, accident versus self violence versus
ot her violence takes a judgnment in both civilian and
mlitary situations.

You' ve done a good job of sort of detailing
t he process, the paperwork, et cetera, but know ng
what we know about the really bad job that goes on
about doing that in the civilian, | was wondering if
you woul d comment on do you think there's a
di fference?

Certainly I don't think a difference in
proportioning out to accidental versus hom cide
versus suicide will make up the difference between
your first several graphs, but certainly it may
contribute sone. It sounds |ike you do a nuch nore

in depth investigation in that information.
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Does that play into the decision that it is
a suicide or is that decision made first and then an
i nvestigati on because that's probably a | ot
different than the Justices of the Peace in rural
Texas that do the sanme kinds of things?

COVMWANDER HELMKAMP: It probably is
different. By the tinme | can get the data it, the
decision is already made. But | think with fewer
cases in the mlitary, we can be quite a bit nore
specific. But then it's often a judgnent call on
the nedical officer's point of view

| mean we had a case recently, | guess when
| was at BuMed a coupl e of weeks ago, where that
norning we got information on a fellow that took an
overdose of sone pills and | think they were rel ated
actually to prophylaxis for -- | don't recall
exactly the circunstances.

But gathering all the information together
the nmedical officer was probably going to detern ne
this to be an accidental death, because the guy had
made a pact with his physician that | don't want to
commt suicide, you know, | have no intention of
doing it, yet sonme pills were avail able and he took

t hem
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Did he not know that these could kill hinf

We' Il never know, but that on the medical officer's
perspective was probably an accident. Many others
could argue it was a suicide, well intentioned. So

that may occur quite often in the mlitary.

The paper that | provided you all on
Persian Gulf War casualties, if one was a student,
remenbered the nunbers that actually came out right
after the war, it differs form m ne by about six or
seven.

Well, mne's based on a data source from
t he nedi cal perspective and DOD s actual release of
i nformation was based on ot her sources of nunbers,
so there's a disparity there and that can conti nue
and maybe exacerbate thensel ves, you know, in other
tinmes.

But | think in general that we probably --
our nunbers are, | would think, a little bit nore
accurate than the civilian nunbers and, in fact,
ours represent a full accounting of all deaths in
the mlitary where NCA, just for exanple, is always
on an estimte basis for years and years and years,
and ours are true and hard nunbers.

Dr. Kuller.
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DR. KULLER: Yeah, a couple of questions.
One | think it's very nice data set and has sone
potential inportant inplications. First | think it
woul d be inportant to | ook at the contribution of
al cohol if you' ve |ooked at this, because in the
civilian sector alcohol is a mpjor contributor to
sui cide and the issue of depression, alcohol,
avai lability of a weapon and suicide is a very
common cour se.

So it mght be worthwhile to | ook at
al cohol as well as other drugs, which may be used in
terms of a relationship to depression. It also
woul d be inportant to | ook back, | think, at the
nmedi cal records and see whether these suicides had
been previously identified with a variety of other
conpl aints, which m ght be a marker of depression.

Certainly, you're not going to be able to
sol ve the suicide problem by tal king about problens
of marital discord and social problens because this
is so conmmon again, that the ability -- and you just
can't change them

We just can't change that nuch of society,
but we can identify, | think, prenonitory phases of

peopl e who m ght commt suicide and have that as a
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war ni ng system especially if people are presenting
to the out-patient departnent nmedical command for
various synptomatol ogy which m ght be a clue and

m ght require better education of your corpsnen, as
wel | as the physicians in recognizing the early

st ages of depression and especially the inplication
and association with alcohol or other drugs.

The ot her question, when you | ooked at the
-- if you can |look at the firearms and deat hs, how
many of the -- can you | ook at the relationships
between the firearns, which are basically related to
bei ng i ssued and being related to being active
mlitary and firearnms which are essentially kept at
home, but have nothing to do with mlitary?

Because agai n, one aspect of suicide has
been the fact of having firearnms in the honme and the
avai lability of the firearms. Now, again, there's
not nmuch you can do about that except by education
and about recognition about the potential risks of
sui ci de associated with acute depression, because
that's the one area that you can make an inpact.

And that is to influence the rapidly
changi ng behavi or as an acute depression in which

sonebody conmmits suicide as a response to a relative
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acute change in depression and because the weapon is
available. And in that place, you have a potenti al
intervention as opposed to general social changes,
whi ch are unlikely.

COVVANDER HELMKAMP: In relation to your
first point, there's a lot of work that has been
done by Rothberg and his coll eagues with Arny and
Air Force data on those that attenpt suicides and
make gestures, with those that have conpleted it
and they conpare many of the things that you've
t al ked about.

In relation to the second point, it would
be very interesting to know, for exanple, on the
Army and Air Force Mlitary Police, you know, if

they are in fact allowed to take their weapons hone

if they are on 24 hours call. How many of them use
their owmn -- their mlitary weapons as a neans to
kill thensel ves?

| don't know that, but certainly the JAG

Corps data would know that, | believe, so those are
interesting things which I wll follow up on.

Yes, sir.

DR. ASCHER: Is there an insurance issue?

Does mlitary insurance exclude it --
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COVWVANDER HELMKAMP: It's paid on every
death, | think

DR. ASCHER: Does all civilian insurance --

COVMWANDER HELMKAMP: Civilian, | don't
know. | don't know about civilian, but all mlitary
i nsurance, | understand, is paid on, no matter what

DR. KULLER: It pays as |long as you have
had your insurance for a certain nunber of years.

COVMMANDER HELMKAMP:  Yes.

MR. BRADY: Brady. | was wondering about
t he sanme questi on about whether the services are all
equally likely to identify a death as suicide or are
sone services less |ikely? Maybe you can review
t hat ?

COVMWANDER HELMKAMP: The data is submtted
t hrough each casualty office within each of the
services and then it's collated and | don't think
there's quality review past the services. Each of
the services is responsible for their owmn QA. So to
answer that, | don't know if there are differences
and how one would term a death an accident or a
sui ci de. Good question.

Yes, sir.
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| ot about the sources and the quality of the

numer at ors, but could you tell us how you esti mated

t he denom nators?

So for instance, the trainee popul ation
surged in the sumrer and it dropped in the wi nter
and if you used a single point in tinm as an
estimate of the total person-years exposure,
particularly say of the trainees, that could

significantly vary the denom nator.

COVMMANDER HEL MKAMP: Li ke for -- the source

of the data is fromthe Defense Manpower Data Center

in Monterey and for each of the thirteen years, we

use the year end popul ation, Decenber 31st of each

year, and we made the assunption that attrition and
addi ti ons were evened out for each year and that's a

pretty broad assunption, particularly when there's a

| ot of novenent from being a trainee to their next

pronotion or next duty station.

So | use the end point each year for that

and the data, you know, | was told was as accurate
as it could be fromthe Defense Manpower Data

Center. But | didn't do any -- and they have

various codes, the MOS or occupational codes from
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each of the services, they have secondary codes.
They al so have DOD codes which are generic codes,
which all the service specific codes can feed into
for general conparisons.

Yes, sir.

MR. BRUNDEGE: It seens that m ght inflate
your estimate of trainee rates because that's
probably the | owest tinme of the year for trainees
entering service.

COMMANDER HELMKAMP:  Yes, mm'am

DR. BROOMVE: |'mnot sure | heard the
answer to Dr. Kuller's question as to whether the
case investigations would find out whether these
fol ks had had prior contact with the nedical system
or psychol ogi cal hel p.

COMWANDER HELMKAMP:  The nedical, the
nmedi cal records should indicate that.

DR. BROOMVE: Ckay.

COVWANDER HELMKAMP: Certainly | know
that's true for Navy personnel.

DR. BROOVE: Two ot her questions. WII| the
case investigations done by the JAG team be able to
ascertain issues related to sexual orientation?

COVVANDER HEL MKAMP: | don't know.
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GENERAL HOFFMAN:  You don't plan to present
-- | nmean, there's no active review of all the JAG s
records, and nobody's doing it, so we're talking
here in the hypothetical and in the hypothetical --

COVWVANDER HELMKAMP:  Not unl ess you direct

(Laughter.)

GENERAL HOFFMAN: I n the hypothetical, on
every death there is, in fact, a crimnal
investigation and all that can be discovered about
that person is discovered, so there's an in depth
i nvestigation that the crimnal investigation branch
of the services carries out.

VO CE: That's an ask and tell policy.

(Laughter.)

COMVANDER HELMKAMP:  Well, 1'd like to
present a challenge to Dr. Kuller and the Board.
"' m kind of a unique guy in DOD in nmy assignnment
outside DOD to the CDC and the Public Health Service
and |'ve been doing this research nore or less ad
hoc for the last three years, but I'd just love to
be told to do something or directed to do sonet hing,
such as get the JAG Corps data and marry with your

own.
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Because | just go day to day; whatever |
want to do, | do. But |I think with nmy detail to --

(Laughter.)

COMMANDER HELMKAMP: |'m probably opening
up a Pandora's box, but I'd love to do the -- answer
t hese type of questions and if it could be directed
by BuMed or others, 1'd love to take the chall enge.

DR. KULLER: | think the opportunity in
reality of doing a careful evaluation of whether
there is a preventive line in relationship to
suicide is very inportant and I'm not tal king again,
not in generalities which are essentially non
preventable in our world, but in the issue of the
preventive conponents that may reduce the suicide
rates.

Not only -- | think they're very inportant
to the mlitary, obviously, because this is still a
fairly big problem but also my have sone
inplications in the entire, what you m ght call,
occupational setting, but certainly it would seem
useful to be able to determ ne whether there is a
poi nt of prevention.

I f none of these people had been seen by a

physi ci an or a corpsnman or had any synptomat ol ogy
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for six nonths before hand, then you clearly know
t hat better education is probably not going to make
a huge difference.

On the other hand, if a ot of them have
been, then you may be able to identify some cluster
or some warning markers that may tell you when these
do present and sonebody who al so may have ot her
probl ens, al cohol problens, disciplinary problens,
et cetera, or anything else, that it is a warning
systemto get sone i medi ate care before there is a
cat astrophe.

And so | think there is a potential. There
aren't very big nunbers. You could probably do this
very nicely and get an answer. Maybe sonmebody has
done this already, | don't know

VO CE: Air Force. It's alittle bit old,
but SAC put quite an effort into suicide prevention
and the profile was a first termmail, security
police, who had recently been jilted by his gir
friend and they had an active program of education
and they were able to decrease their suicide rate by
educati ng supervisors, first |ine supervisors.

VOCE: It seens to ne that, Jim you have

two questions here and both of the questions have
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inplications that go far beyond just preventing
suicides and I think it's inportant to raise these
guestions, especially in the context of having just
voted as a Board to forman injury sub-group

And the first question is one of how do we
set our goals? What you said is that you' ve already
met your 2000 goals and so, in a sense, you've
recommended that we | ook at our goals towards neking
i nprovenent on what we witness in our population as
opposed to what the goals for the U. S. popul ation as
a whol e are.

So that's one set of questions that | think
is inportant and generic to all of the injury
probl ens that we encounter in the mlitary. And the
ot her question is one of prevention and a | ot of the
di scussi on has surrounded how do we prevent them and
what information do you have.

And | think that this is a good exanple of
the richness of the sources of data that we have and
t he thoroughness with which you can attack the
problem There's a lot of information out there,
but there are still a | ot of questions about how
good is the data, what is the quality of the data,

what is the data that we need for this particular
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pr obl enf?

And so what 1'd like to say is, is that 1'd
li ke to encourage the Board and others in the room
to look at this as a nodel for the way we approach
injuries and the type of data that's out there and
every tinme you see data, | think you will see that
there is an abundance of data available, as Jim has
shown us, with suicide and all of our injury
pr obl ens.

And the questions that we have to ask
oursel f are one, what are our goals? Well, clearly
with suicides if we can prevent them we'd like to
do it even if the goals are net.

And two, how do we use the resources that
we have to focus prevention strategies or research
and to prevent them And | hear you asking that
guesti on because you' ve been doing this on your own.

How do we get the resources focused on big problens
in order to get them sol ved?

DR. BROOVE: | think you said that you al so
were planning to or are in the mddle of |ooking at
the hom cide data and | guess | would assune that
you're focusing on the fairly striking observation

that in mlitary femles, what | would cal cul ate
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rapidly, they actually have a higher rate of
hom cides than civilian females in striking contrast
to mlitary mal es.

COMVANDER HELMKAMP:  That's correct.
That's a major problem

DR. BROOME: So | would think the Board
woul d be very interested in hearing further
di scussion of that in the future.

COMVANDER HELMKAMP: That's the key finding
of my hom cide research over the thirteen year
period was that wonen had a rate of about 1.3 tines
hi gher than civilian femal es over the sane tine
period, and a majority of those wonen -- not a
maj ority, but a high percentage were either -- were
beaten and not killed with firearnms or stabbing, but
t hey were beaten.

So that m ght suggest donestic di spute gone
bad, vis-a-vis O J. Sinpson, you know, but that is
a striking finding. | nmean our wonen are getting
murdered at a higher rate than the civilian wonen.

VO CE: You nentioned one thing I found
interesting about a cluster of suicides and
certainly there's sonme data, for exanple, when a

hi gh school student commi ts suicide.
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COMVANDER HELMKAMP:  Ri ght.

VO CE: O makes an attenpt, there are a
variety of other potential attenpts in that setting.

Are there nore than one cluster here and is that
anot her potential prevention point, when one person
comm ts suicide, other people start nmaking gestures
or make simlar actions?

COVVANDER HEL MKAMP: | don't know
specifically of, you know, of nore clusters. W
could certainly look at that and are they mmc
suicides |ike you hear about in adol escents that do
that, that's sonmething that certainly we could -- ny
data woul d allow that to be done

DR. KULLER: Well, thank you very much and
| think we'll break for |lunch now and be back at
13: 15.

(Wher eupon at 12:07 o'clock p.m, a
| uncheon recess was taken, to reconvene at 1:15
o'clock p.m, the same afternoon, in the sanme

pl ace.)
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AFTERNOON SESSI ON
(Tinme Noted: 1;20 p.m)

DR. KULLER: We'll talk about sonmething
cal l ed Gulf War Veterans Research.

COMMANDER GRAY: Could | have the first
slide?

Well, good afternoon, |'mhere to talk
about our protocol, which has been funded by the
Depart nent of Defense Health Affairs and to tell the
AFEB that we very nuch appreciate their help in
maki ng this protocol a better series of
epi dem ol ogi ¢ studi es.

The studies | will discuss are the product
of a nunber of Federal and State organizations. CQur
i nvestigators include representatives from several
Navy Commands, the U.S. Arny, the Departnment of
Veteran Affairs, and the University of California at
San Di ego.

Addi tionally our work has been revi ewed by,
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as | nmentioned, the nenbers of this Board, the
Def ense Sci ence Board and investigators fromthe
Centers for Disease Control and Prevention.

| believe we have assenbl ed one of the
strongest possible epidem ologic teanms to conduct
t hese studies. Five of our investigators have
special credentials or experience in obscure
i nfectious di seases, several have conducted clinical
vaccine trials with nore than 50,000 subjects.

Five of our collaborators have already
conduct ed epi dem ol ogi c i nvestigations anong Gul f
War veterans and tested several survey strategies
and instruments. Two of our scientists are Gulf War
veterans thenmsel ves and have detail ed understandi ng
of the mlitary units, terrains, environnental
threats and events of the war.

One investigator has already published
ei ght nedi cal manuscripts regarding the Gulf War.
Two of our collaborators are civilian professors
with international credentials in epidem ol ogy of
chroni c di sease and maternal child health.

Qur teamis additionally unique in that we
are very famliar with the soldiers and sail ors who

fought the Gulf War and the data bases which record
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their post war health experiences. |In total, our
i nvestigators have published over 750 peer review
manuscri pts and books or journals.

Qur studies are not designed to answer
every question regarding veterans of the Gulf War.
In fact, our studies are just one of approxi mately
20 projects now underway in the Departnent of
Def ense and Veteran Affairs.

We have designed these projects to
econom cally build upon the survey strategies
already tested by the Navy, the Army and the
Departnment of Veteran Affairs in interview ng a high
ri sk and accessi bl e popul ati on of Gulf War veterans
in a controlled fashion.

In addition, we will conprehensively study
the not as yet fully explored Departnent of Defense
nmedi cal data bases. In overview, our strategy is
three pronged. In our first study we will enroll
2,250 Seabees who remai ned on active duty.

Via personal interviews, we wll
conprehensively coll ect data on nunerous potenti al
ri sk factors and outcones, |ooking for synmptom
associ ations with service in the Gulf War.

I n our second study, we will conpare the
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post war incidence of hospitalizations anong the

| arge cohort of Gulf War veterans, 570,000, with

t hat of the random number of selected control sanple
of 700, 000. The hypothesis to be tested is that
there is no difference between these cohorts and the
adj usted incidence of serious illness anmobng broad
categories as well as specific diagnoses.

Qur third study, we will exam ne the
pregnancy hospitalization outcomes of the cohorts in
the second study since the end of the Gulf War. W
will test the hypothesis that there is no increase
in the incidence of fetal death, premature birth,
serious birth defects and neo-natal death.

Qur first studies, study target Seabees who
served in the Gulf War and remain on active duty.

We have sel ected them because, nunber one, they are
accessible, we can find them and they are clustered
in Gulfport, Mssissippi and Fort Wannene,
California.

Nunber two, they are stationed in the sane
areas and performthe sane task as reserve Seabees
who have reported high norbidity.

Nunmber three, in contrast to the reserve

Seabees, they are relatively unbiased by clinical

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

175

j ob exposures, by civilian job exposures and
unbi ased by close interactions with the press.

After informed consent is granted, we wl|
ask volunteers to donate blood for sera and whol e
bl ood preservation. W wll ask volunteers to
donate a urine specinmen also for preservation. The
serum may be paired with sera collected before the
Gul f War and preserved in the DOD's H V sera
repository.

As yet, no specific tasks have been pl anned
for the sera, whole blood or urine. Exanples of
potential uses for these specinens include serologic
tests for |eash nonoses and aval viruses, whole
bl ood tests for DNA nmarkers and urine tests for
t hi ngs such as adrenal insufficiency.

The identification and strategy for
eval uating specific tests will likely be devel oped
after the questionnaire data are evaluated. Due to
t he high preval ence of respiratory and weakness
conpl aints captured from both the DOD' s and VA' s
Gul f WAr veteran registries, we have added two
physi ol ogic tests to our Seabee study.

We plan to sanple every tenth Seabee with a

conputer driven spironetry test, which will adjust
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readi ngs such as forced vital capacity, forced
expiratory volunme in one second, et cetera, for
various denographic risk factors, such as age, race,
sex and generate readouts in the percentage of
expected units.

We will also conduct hand grip strength
tests on every volunteer, using a hand dynam ter.

Bot h equi pnents can detect poor efforts or

mal i ngeri ng. |"ve listed here sonme of the risk
factors and outcomes that we'll be able to eval uate
with the questionnaire. We'Ill be able to | ook at

hi storical, environnental, nedicinal, occupational,
geographic risk factors and al so | ook at synptons as
defi ned by working diagnosis of Gulf War Syndrone or
di agnoses that we devel op oursel ves.

We'Il also be able to | ook at perceptions
regardi ng what m ght be causing their synptons and
| ook at diagnosis they may have had as out-patients,
as well as hospitalizations. And finally, we've
added sections regarding birth outcones.

Qur questionnaire is now in the optical
scanner format and en route to the printers. W
have overhead exanples of it, if you have any

gquestions. In our pilot study, we found that it
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will take approximtely 35 m nutes for conpletion.

We have included a validated index self-
reporting synptominventory called the Hopkins
Synpt om Check List. This instrument contains 58
questions designed to quantify five synptom
di nensi ons, somatization, obsessive-conpul sive
behavi or or feelings, interpersonal sensitivity,
anxi ety and depression.

We plan to use these synptons, these
synptom di nensions in nultivariate nodeling for the
vari ous outcones. These outcones will include the
DOD' s wor ki ng diagnosis for Gulf War Syndronme and
i kely variations that we devel oped, as well as
screeni ng outconmes for chronic fatigue syndronme and
post- traumatic distress disorder.

OQur analyses will involve univariate
screening for the outconmes and then nultivariate
nodel ing. The final nodels will likely lead to
addi ti onal questions and the need to conduct nested
case control studies of our population. W plan to
foll ow the cohorts through tel ephone interviews or
mai lings for five years.

One of the concerns regarding this study is

whet her our sanpl e popul ati on represents the cohort
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of Seabees, the entire cohort of Seabees who served
in the Gulf War.

You can see fromthis pie chart that only
about 65 percent of the active duty Gulf War Seabee
popul ati on remain on active duty in 1994. This
attrition may cause our sanple population to be
bi ased towards the nmost health Gulf War veterans as
those with nmorbidity may have left the service.

Additionally, considering all Seabees on
active duty during the Gulf War, our study design
woul d draw only fromthe wedges at 11:00 and 7:00
o' clock, the Active duty Gulf War veterans those
that are still on active duty and the active non
Gul f War veterans who are still on active duty.

These wedges represent only about 40
percent of the entire cohort. W realize that we
may m ss inmportant outconme associations with Gulf
War service by so limting our sanple.

So we' ve decided in our investigator
meetings last nonth to design a validation study
anong a random sanpl e of all Seabees who served in
the Gulf War, who served during the Gulf War. This
study will involve an abbreviated form of our

guestionnaire mailed to approxi mtely 2,000
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subj ect s.

Since the study involves persons who may no
| onger be associated with the mlitary, we are told
that we'll need OVB approval, which can take as | ong
as nine nonths. However, our collaborators at the
VA are seeking an exenption fromthis approval, this
necessary approval.

Qur second study invol ves conparing active
duty personnel who were enployed in the Gulf War
from August of '90 to July, '"91 with 700,000 active
duty personnel who served at the sane tine, yet did
not deploy to the Gulf.

Qur protocol nentions a random sanpl e of
only 350,000. The 700 is a product of the Defense
Sci ence Board -- or excuse ne, the 570,000 is a
product of the Defense Science Board's
recommendati ons that we include all Gulf War
veterans. We plan again to follow these cohorts for
five years, until 1999.

We believe hospitalization is a good nmarker
for morbidity and that in contrast to out-patient, a
person who is hospitalized has to convince a
gat ekeeper that they are ill enough to be so

exam ned.
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Hence, we expect to thereby reduce bi as,
whi ch m ght be caused by personnel who are not truly
ill and intent upon seeking care for other purposes.

Since 1965 or so, the Navy has recorded
di scharge di agnoses on hospitalized patients. Since
1989, these data have been standardi zed for al
services and captured for each Departnment of Defense
hospital throughout the world.

Each hospital discharge can have up to
ei ght different diagnoses recorded and they're al
recorded in the International Classification of
Di seases Clinical Mdification 9 format. These
codes may be quite specific or conbine to form|l arge
cat egori es.

We plan to conpare the hospitalization
experience of the two cohorts for first |arge
categories and then small er categories using
nmul tivari ate nodel i ng.

Each hospitalization also has the
denmogr aphi ¢ i nformati on shown here on the left
colum. We intend to use the data to search for
differences in adjusted rates of illness. Should we
identify interesting associations, we plan to obtain

addi tional data by linking SSNs to ot her data bases.
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Some of the avail able external data are
listed here on the right colum. W mght also
contact the subjects with personal interviews and
addi ti onal questionnaires.

We realize that for this hospitalization
study with many study outcones, we are likely to
find statistical associations that occur by chance
al one. Nevertheless, we intend to maintain the
phi | osophy that every outconme and risk factor is
wort h exani ni ng.

We will screen for risk factor and outcone
associations in the first half of our data of
600, 000 people. Univariate associations wll |ead
to final nultivariate nodels.

Then we will validate the fina
mul tivariate nodels in the second half of our data,
anot her 600, 000. Thus, we will enbrace Rothman's
phi |l osophy of not adjusting for multiple conparisons
| ess we miss inportant associations.

This is Dr. Rothman's quote froma recent
article.

"A policy of not making adjustnents for

mul ti pl e conpari sons is preferable, because it wll
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lead to fewer errors of interpretation when the data
under eval uation are not random Scientists should
not be so reluctant to explore |leads that may turn
out to be wong if they penalize thensel ves by

m ssi ng possible inportant findings."

So we'll have a check on spurious
associ ations. After nultivariate nodels are
val i dated, we plan to interpret the nodels al ong
simlar lines as that devel oped by the Nati onal
Acadeny of Science in interpreting the Agent Orange
dat a.

Here's a brief synopsis of how they
quantified their results or they valued them They
| ooked for strength of statistical association, both
anong -- both from Vi etnam veterans and from
external studies of other popul ation.

They made sure that there was a true
observed increase anong the Vietnam veterans and
then they finally made sure that they had a
pl ausi bl e bi ol ogi ¢ mechani sm for causation before
t hey made any determ nations and they had vari ous
| evel s of association that they published in their
book.

One of the limtations we have with our
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cohorts are again, their attrition rates. Although
we are fairly confident we can capture
hospitalizations while service persons are on active
duty, you can see here that we can project

consi derabl e cohort | osses or separation from
service each year.

As of this calendar year, only 54 percent
of the 579,000 regul ar active duty service nenbers
remain on active duty. So one of the criticisns of
our hospitalization study is that veterans who
remain on active duty may represent the healthier
segnent of our population and that ill service
menbers, particularly those ill fromas yet
unidentified Gulf War exposure, may be nore |ikely
to | eave active duty and we would m ss inportant
ri sk factor associ ati ons.

For this reasons, we are investigating
conducting a cohort study of veterans who separated
fromactive service and who live in California.
California has a non Federal hospitalization
registry which we plan to access.

Through coll aboration with the Depart nent
of Veteran Affairs, we plan to run our SSNs agai nst

| RS address records and determ ne whi ch veterans
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live in California each year.

Simlarly, by extracting annual California
hospitalization records with these SSNs, we can
again calculate rates and risk factors for separated
vet er ans. This will help us to determne if the
retired or separate veterans are nore likely to be
hospitalized for certain diagnoses.

Anot her question that has been raised by
this body and others is that perhaps Gulf War
veterans still on active duty may be reluctant to be
hospitalized in the DOD system and go to systens
out si de of the DOD. To check this hypothesis or
to test for this, we have decided that active duty
servicenen who are Gulf War veterans, although their
care is free and easily available, there is possibly
a small chance that they would have gone outside the
system so we plan to exam ne both CHAMPUS and
Departnment of Veteran Affairs hospitalization
records and | ook at themin conparison with DOD
hospitalizations in a proportional distribution
nodel .

Anot her criticismof our study is that
perhaps we may m ss inportant differences between

Gul f War veterans and controls if we conpare only
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hospitalizations.

To check this criticism we're planning to
conpare mlitary disabilities or medical retirenents
anong the Gulf War veterans and controls. The
Departnment of Veteran Affairs plans to conpare
nortality rates in a simlar fashion, so there wll
be several checks on this.

Qur final study involves birth outcomes of
Gul f War veterans versus non Gulf War veterans, as
captured by the DOD hospitalization data base. This
will be performed by Lieutenant Colonel Defraites,
our col |l aborator at Walter Reed Arny Institute of
Resear ch.

The strategies will be simlar to the
hospitalization study with the exceptions that when
a veteran is male, we will exam ne the pregnancy
outcome of his wife. Again, we will adjust for
various risk factors by nmultivariate nodeling.

These studies too may | ead to nested case
control studies, tel ephone interviews or nmailings.
We plan to follow the cohorts until 1999 and we
again are concerned that the DOD hospitalization
experience may not represent that of the entire

cohort, so we wll plan to conduct a validation
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st udy.

In a fashion simlar to that which the CDC
used in investigating Agent Orange exposure and
birth defects, we plan to identify a birth defect
registry where we mght be able to determne if
separated Gulf War veteran offsprings are nore
likely to suffer birth defects than there separated
control s.

Many of the sub-studies | nentioned
previously are due to the constructive criticism of
this Board and others. | want to summarize those
criticisnms and revi ew our response.

First, a couple of the AFEB nenbers, and I
think it was reiterated here, stated that the
reputed Gulf War Syndrone was not hing new and not
wor t h studyi ng.

Well, this may be true, however Congress,
the DOD and the veterans demand sound evi dence for
such a conclusion and as a result of such demands, a
nunber of investigations are currently underway,

i ncl udi ng our own.

Some of the Board nenbers said we should

conduct an investigation -- we shouldn't conduct an

i nvestigation until we had a case definition. |
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hope that | have convinced you that we can perform
several studies with a nunber of various different
out conmes and still nake some good headway regarding
personal interviews in our Seabee study.

Regar di ng heal t hy worker bias, which was a
conmment by sone nmenbers, the concept of studying
active duty service nenbers -- the concept is that
studying active duty service nenmbers may m ss those
who are ill and |left service.

| hope that you'll agree with nme that our
pl ans to conduct a mail survey anong a random sanpl e
of 2,000 Seabees, regardless of their current
service status, will help to exam ne this potenti al
bias. W also expect the registry studi es anpng
separated service persons in California and the
birth defect registry study to help answer this
guesti on.

Finally, the AFEB and ot hers have suggested
that our cohorts may seek hospitalization outside
t he DOD system and thus bias our results. W have
pl anned the CHAMPUS and VA proporti onal
hospitalization distribution studies to examne this
potential problem

Regardi ng other criticismof our studies,
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it is true that conducting interviews sol ely anong
Seabees may m ss inportant norbidity anong units
suffering during the Gulf War and that our
hospitalization studies may fail to detect norbidity
in these other units.

We respond that our studies cannot answer
every question regarding the Gulf War and t hat
fortunately other groups have other studies
underway. For instance, the Departnment of Veteran
Affairs is planning a mass survey of sonme 50, 000
Gul f War veterans, which will include physical exans
in a subset, possibly either a mailing or a
t el ephone interview.

Additionally, the CDC, in collaboration
with Public Health officials in the State of |owa,
are planning an investigation in a simlar fashion,
at | east a tel ephone interviewthere.

Sonme have said that exam ning
hospitalizations al one may nmi ss inportant out-
patient norbidity. W respond that we plan a
di sability and nedical retirenment study to check
this potential bias and, again, that other groups
were relied upon to answer out-patient norbidity

guesti ons.
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Regarding the criticismthat our
hospitalization study may yield spurious
associ ati ons by chance, we respond that our strategy
to divide the 1.2 mllion subjects into two groups,
one for hypothesis generating and one for validating
t hose hypot heses, will do nuch to reduce the chance
associ ati ons.

A final criticismis that the data obtained
by the Defense Managenent Data Center in Monterey
may be flawed. Perhaps sonme service persons have
been m sclassified as having served in the Gulf who
actually were not there.

If this were true, many of the DOD s
studi es are biased and hence, we'll plan to obtain
unit diaries of sone |arge cohorts and try to
val i date this data base.

Well, that pretty nmuch concl udes ny
presentation. 1'll be happy to field any questions
that you m ght have.

VO CE: Where is this master nyriad of
studi es that you referenced bei ng coordi nated, at
what | evel ?

COVMMANDER GRAY: We have the investigators

that you've seen in the protocol. OQur work is
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revi ewed by our parent command which is an able
medi cal research and devel opnent command and al so
nmoni tored by the Departnent of Defense.

VO CE: | nean the next |level up. You've
menti oned VA studies and clinical studies. \Where
does that all come together, where does your study
fit into the grand schenme of those?

COMWANDER GRAY: Well, there's severa
bodi es, |l arge bodies that are review ng the
avai l abl e research or the research that's ongoi ng.
Per haps sone of the nmenbers in this audi ence
represented can speak to that, but you know, |'m one
of twenty.

GENERAL HOFFMAN: Doug Hoffman. The
Department of Defense has enlisted the Institute of
Medi ci ne as one of the oversight agencies and review
agencies for all of the studies related to the
Persian Gulf and the illnesses associated with that.

DR. ASCHER: |'m concerned that the Board
is seeing a very small piece of this and is being
brought in at a level that does not have the big
pi cture and | think we're conpletely blind as to the
overall scheme, and | don't know how we can comment

wi t hout the big picture, or if we' re supposed to
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comment .

M5. HANSON: In view of nmy perception that
nost of the nmenbers of this Board do not believe
that there is such a thing as Gulf War Syndrone,
have you and your co-investigators spent sone
serious tinme thinking about questions that can be
addressed with this study, that will lead to sone
i nportant questions to be answered that the Navy and
the mlitary would |i ke to have answered, but have
nothing to do with that Gulf War Syndrone?

COMVANDER GRAY: | think we can gl eam
additional information fromthese studies just by
combining the triservice hospitalization data. |
mean there's a lot of information we' ve not pl unmbed
with respect to rates, risk factors, et cetera.

So if you're asking nme if these studies
will benefit us in addition to the Gulf WAr exposure
gquestion, | would say yes, very much so.

We have tried to design these things with a
very open mnd and to be very inclusive and that we
can, if there is a true association with Gulf War
experience, we my be able to detect it, but if
there are other explanations for sonme of the

nmorbidity reported by veterans, we may be able to
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detect that as well.

MS. HANSON: | don't think you understood
my question.

COMVANDER GRAY: Okay.

MS. HANSON: Let nme see if | can clarify
it. When you design such a study with so many
vari abl es and so nmany people, what |I'm asking you to
do is not go on a fishing expedition |ater, when
there is no Gulf War Syndrone.

But rather think now of exactly what
addi ti onal questions can be answered by proceeding
into this study and be careful that you've got al

the proper variables to answer other questions now.

Because just fishing through the data
|ater, will only allow you to discover that you
shoul d have asked X or you should have done Y. But
if you can identify a dozen or whatever specific
gquestions that would benefit you, you would get
better material out of this whole process and | earn
nor e.

COVWVANDER GRAY: Okay. | think we've
devel oped sone hypothesis, but |I'mopen to other

gquestions. Dr. Ascher.
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DR. ASCHER: The reason | was asking before
was that we heard earlier and have heard in the past
this is a disease predom nantly of Reservists and of
m nor conplaints with no evidence of any birth
def ect outcone issue.

Now we hear of a study which is active duty
hospitalizations and birth defects. Now, if this is
all that's being done and all we're hearing, | would
be dead set against it.

If it fits into a bigger picture with a
rational and the other issues are covered by other
studies, | mght support it, but |I don't see that
this study tells nme anything that I would like to
know about the syndrome from what we've heard
previously. [It's an ancillary study at best.

COMWANDER GRAY: Well, 1 can't speak for
t he other nineteen or so studies that are ongoing
and | would only say that they've been presented
exhaustively to both the Defense Science Board, the
NI H Panel and other bodies that |I'm not prepared to
tal k about.

We were asked that this body, since this
was an epi dem ol ogi ¢ study, and perhaps one of the

larger in the DOD, if it would be -- if it wouldn't
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be good, if the AFEB woul d hel p us nmake this study
the best we could, and | think that's why we -- why
you fol ks were asked to evaluate it.

| " mnot sure what the general nmandate is,
l"'mnot in a position to nmake those deci sions.

DR. GWALTNEY: Two questions. Could you
give us an estimte of the cost of what your study
is going to be and would you state your primary
hypot hesis, if you will?

COMWANDER GRAY: (Okay. The cost of the
study, we received 725,000 this year. W project
roughly that, maybe 800, 000 for next year and
per haps the next several years.

DR. GWALTNEY: The total overhead.

COMVANDER GRAY: The total, it's probably
in excess of three mllion, maybe four. Wth
respect to the hypothesis, we laid those out. |
don't have themw th ne.

The hypot hesis revol ve around issues that
we woul d expect no increase or is there norbidity
associated with the Gulf War experience then
expected froma control popul ation, whether that be
synpt ons, whet her that be hospitalizations, et

cetera, for birth outcones, so that's our
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f undament al hypot hesi s.

DR. GWALTNEY: What kind of effect size did

you use to -- what effect size are you |ooking for?
| mean those are two different end points, one

woul d be norbidity and the one hospitalization and

as has been pointed out, they're quite different.

You m ght have conplaints that don't bring
you into the hospital. Those are going to have
di fferent incidence rates and, therefore, you | ook
for different effect sizes and that's going to
determ ne your statistical power and those kinds of
t hi ngs.

Do you have cal cul ations as to what effect
size you |l ook at, for exanple, in the m nor
conplaints or the kind that have really precipitated
this thing in the first place?

COVMANDER GRAY: Right. WE have sone
estimations that we generated in the protocol which
we gave you sonme nonths ago, and | don't know those
off the top of ny head, so I can't answer that
guestion. But we feel confortable with that, that
we woul d be able to detect the differences with
t hose assunpti ons.

DR. GWALTNEY: Well, I'"mnot directing this
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at you because you're just a spokesnman, but | really
don't feel confortable being able to pass judgnent
on a $3 mllion study when |I don't know what effect
Ssize you're | ooking at and what kind of power

cal cul ati ons.

| mean, | think that should be presented in
this kind of a presentation, but not --

COVVANDER GRAY: Okay, | can actually do
that. | thought that perhaps, you know, -- | didn't
plan to do that today, but | certainly can the next
time around. | think if you'll note that we're
| ooking at the entire cohort, although 50 percent at
atim, it's a pretty darn good sanple as far as the
hospitalization and birth outcomes go. The --

DR. GWALTNEY: Well, that's different from
having a priori hypot hesis.

COMMANDER GRAY: That's true.

DR. GWALTNEY: And an effect size.

COMVANDER GRAY: That's true, that's true.

Wth our seabees study, we're |limted in a nunber
of ways trying to be economcal in this thing. W
try to identify cohorts who woul d be geographically
clustered and the seabees certainly are in contrast

to many ot her groups.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

197

They're clustered in Gul fport, M ssissippi
and Fort Wannene, so although we're not sanpling
t renendous ot her nunber of different occupational
groups, these for the reasons | nentioned
previously, we thought are a pretty good sel ection.
DR. KULLER: | think that sone of the
criticisnms or concerns that the Board had in the

letters that were sent to you, | think still remin.

| think the goals of the study, whether
there is a syndronme or not, the fact that you m ght
coll ect sone useful data relating to
hospi tal i zati ons and sonme background
characteristics, if somebody wants to spend that
much nmoney as long as it's not right out of ny
pocket, although |I guess indirectly it is, is
sonebody el se's concern since we're not being asked
to judge the scientific merit for awarding of a
grant .

But | am concerned over the fact that the
met hodol ogy that you propose to use is unlikely to
provi de any answer, prinmarily because the sel ected
nature of staying in the service and the selective

nature of deciding who did or didn't go to Saudi
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Arabia in the first place, is going to be
extraordinarily difficult to disentangle and
convi nce anybody either way.

What's going to happen and this happened in
Agent Orange, | can just tell you, if your study is
negative, the people are going to tell you that you
did the wong study. I f your study is positive,
they're going to tell you that you didn't deal with
t he sel ection process of who went and how you
col |l ected your data.

And so what ever way you -- whatever
happens, you're going to get roasted and I can tell
you right now, no matter what you do in this study,
t he people who do it are going to be in deep trouble
in a short while, because either side is going to
essentially be very, very critical of the approach.

You' ve heard sone of the criticisnms over
the fact that you're not studying the Reservists,
that you're not studying m nor synptomatol ogy,
you' re not studying out-patient data, you're not
really getting a hang on the people who m ght be
nost effected.

On the other hand, you have the basic

probl em t hat as happened in experiences in other
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pl aces, you're never really sure whether there is
sel ection bias associated with who did or didn't get
to Saudi Arabia which may, in the long run, affect
rates of hospitalizations.

Because rates of hospitalizations are very
strikingly affected by just things as cigarette
snmoki ng, al cohol consunption, education even in the
mlitary, as you well know and we've heard here and
where you are and what you are and what kind of work
you do. So these all becone major, major problens.

We're not being asked to pass on the study,
but nmy suggestion to you would be, and it's only a
suggestion, is that you really need a hard nosed
group of epidem ol ogi st and bio-statisticians who
shoul d probably sit down with you and make sure that
the study is done in such a way that no matter what
the results is, at |east people can say we can
understand the results and the findings you have no
mat t er what happens.

But | think right now, |I'mjust giving you
alittle advice, essentially, and not telling you
what to do, | think right now you' re in a situation
where you have the potential for doing a study which

can only have one result, and that result is trouble

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

200

to the people doing it.

COMMANDER GRAY: Okay. Well, | hear that
and | don't know what to do.

(Laughter.)

COMWANDER GRAY: | mean we have certain
constraints. For exanple, the popul ati ons we chose
to study are active duty, but that's because there
are certain other groups who are responsible for the
non active duty.

And we've tried to bring those other groups
in, but we feel like, with respect to the questions
out there and in an econom cal way, we've designed
the best study we can for the constraints. | think
we have sone very good col |l aborators, Dr. Barrett
Conner is world famous in this field as a chronic
di sease expert and has been very, very hel pful.

And | wish that you were exposed to sone of
t he other groups doing work so that you woul d get
the big picture, but I can't organize that. |'m
sorry. Yes, Dr. Chin.

DR. CHIN:. Just to follow up with M ke
Ascher's coments, is the Board to assune that al
of the other studies are non epidem ol ogi cal ?

COVMANDER GRAY: | don't think sonme of the
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ot her studies are, at |east the bigger ones,
particularly those fromthe VA, are far enough al ong
for you to review yet. Perhaps this is -- | think
Dr. Mazuki said this the other day, we're the first
one out of the box.

There are other studies en route, there's a

provisional bill I saw yesterday. | don't want to
mention the anount, but there's other interests and
ot her studies coming and | think |ike the Agent
Orange issue, before any conclusive decisions are
made regarding risk factors and other matters, that
experts will have to evaluate a nunber of different
studi es to make concl usi ons.

So for that reason, | don't feel |ike we
have to have the last word on things.

General .

GENERAL HOFFMAN:  Dr. Hoffman. If | could
get in an advertisenent for the future, |I'mnot sure
to what extent it is every going to be possible to
go back with the Persian Gulf experience and put it
toget her the way that nost of us would have it.

But | think what is pretty clear is that
what has happened in the Persian Gulf to some extent

or another was going to unfold for us in the future
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and maybe it has already unfolded in Somalia and
sort of conme and gone and that nogiditia of illness
hasn't presented itself yet, but it probably will in
the not too distant future.

There's other conflicts going on and
there's other conflicts comng. | think that the
Departnment found itself, as it has in the past, in
the very difficult position to be able to defend its
contention that all is well and there is no illness.

And, by the way, just sort of for the
record, the word the Departnment has picked is
il ness, not syndronme, and actually, we spent a |ot
of time with sone dictionaries and sone
phi | osophi cal discussions abut the difference
between an illness and a syndronme, and we picked the
word illness because we think it's a better word
t han syndrone.

It has | ess power and that's exactly what
we wanted. But | think that the Board shoul d expect
and begin to anticipate that the Departnment will, in
fact, conme forth and ask the Board to help the
Departnent plan the epidem ology in the eval uations
of future regional conflicts that we get involved

with and how we shoul d approach them
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Because right now, we really are literally,
those of us that are in the mddle of it, are
literally sort of dealing with a bl ank sheet of
paper. There's going to be a conflict sonepl ace,
we're going to send in 100, 000, 200, 000, 300, 000
people for a certain anmpbunt of tinme and they're
going to cone back and then things are going to
begin to unravel.

What nmust we have collected in order to
know whet her or not there's anything going on with
that group as conpared to the people that did not
go? And we really don't have, this Board really has
the expertise, | think, to help guide us and help us
in the Department on how to do that.

And | want to really -- 1'll put down the
mar ker for the Department, that we solicit your
assi stance and your help in doing that in the
future, as soon as possible.

COLONEL CIRONE: MW nanme is Col onel Cirone.
I"'mwith the Office of the Assistant Secretary of
Defense for Health Affairs and | just wanted to nake
a couple of statements that | feel need to be put a
little bit into context.

Most of it has already been said by General
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Hof f man, Col onel Tom i nson and Conmander Gray, and |
appreci ate those remarks and think they really
express what the Departnment has been going through.
And so | just want to summarize a little bit to
state that Health Affairs and Dr. Joseph hasn't
taken this issue lightly.

Al'l of the issue that have been di scussed
this norning and this afternoon, have been di scussed
and agoni zed over.

He has not only discussed it within the
Departnent of Defense and within the Service
Surgeons Generals and their expertise, but he's gone
t hrough the Departnent of Health & Human Servi ces,
the VA, externally, through Defense Science Board,
whi ch had a list of distinguished scientists on it
and through the Institute of Medicine, again, who
had a number of distinguished scientists who were
expert in their fields and with the intent, again,
to utilize this Board and to utilize the Institute
of Medi ci ne.

It's an extrenely conplex issue, it's not
an easy issue. And | think that after agonizing
over this issue, Dr. Joseph, being in a | eadership

position, had to do what he feels is correct and
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this was his decision, to cone forward with the
clinical evaluation protocol that was discussed this
nmor ni ng by Col onel Tomlinson, and to do sone

addi tional research in areas that need to be
explored nore fully, one of which is Dr. Gay's

st udy.

And he feels that he made this decision

because in his mnd, this was the right thing to do.
This is the way he felt that he had to resolve this
problemin order to respond to his constituency,
active duty soldiers and their famlies. Now, it
is a conplex issue and that was his decision.

As far as the Arned Forces Epi deni ol ogy
Board is concerned, | know that he has great regard
for this Board. He's brought forward other
guestions and, indeed, the Gray study, to get your
expertise, to ask you to evaluate it, to help us to
resol ve sonme of these conplex issues and to get your
i nput .

And that's the reason that it was presented
to the Board and we | ook forward to your
recommendati ons and your advice. And | think I
woul d again second what General Hoffnman has

i ndi cated, that we need to | ook for what we're going
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to do in the future.
So we didn't plan this war to do an
epi dem ol ogi cal st udy. We pl anned the war to
respond to a crisis, but now we have an opportunity
to | ook at what we should do to the future, and
per haps the Board will give us sone assistance in
t hat regard.
| think that Dr. Joseph wanted to get the
input fromthis Board on a nunber of individual
i ssues, but he also on the advice of a nunber of
i ndi viduals, wanted to go external to the Board, to
go to other scientists, to go to two other
organi zations that are not in any way affiliated
with the Departnent of Defense and that's the reason
that he went to NIH and to these two, et cetera.
And I'"m sure that in the future he wll
continue to cone to the Board to ask for your
gui dance and advi ce and ot her epi dem ol ogi cal
guesti ons.
DR. STEVENS:. Are you telling us to shut
up?
DR. CIRONE: No. That's not ny intention,
but there's been a | ot of discussion here and | did

want to put a little bit into perspective.
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DR. KULLER: Did you expect -- | nean, one

of the concerns | have is that in hearing the

presentation today, and again, |I'mnot faulting
Commander Gray at all, but I'mgetting -- do you
want us to advise you -- is this just an

i nformati onal piece or do you want advice?

| think the Board has provided sone advice,
it's providing sone advice today. The Board would
be glad to provide in witing to Dr. Gray or to Dr.
Joseph regarding this study and al so what else is
going on in witing, if that's what you would |ike
or is this just informational to the Board and are
you just asking for response to information?

COLONEL CI RONE: To be honest with you, |
don't know what the question that cane to the Board
was. | didn't see the format that it canme in.

DR. ASCHER: Excuse ne. We have no
guestion and this is an interesting structural issue
and you have al so said however, you would wel cone
reconmendati ons, so we've got a question to you.

Could we then wite a general
recomendati on on this problemas a response to your
bei ng here and not respond to a question? W have

no question before us.
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COLONEL CIRONE: MW gut feeling is that if
you don't have -- the Arnmed Forces Epi dem ol ogy
Board has existed for sonme period of time. | don't
know how you' ve responded to these types of
gquestions in the past or what the -- how the Board
has wor ked these various issues, and | woul d suggest
t hat you continue to respond as you have in the
past .

DR. ASCHER: In the past, we've responded
only to specific questions.

COLONEL PETERSON: Yeah, this is Col onel
Pet er son.

The way this issue was addressed is one of
a variety of ways issues can be addressed to the
Board, and it was done on an informal basis for a
variety of reasons. A specific question in witing
was not addressed to the Board.

So | think because the issue was addressed
in the format of we would Iike some advice, here's
what we're going to do, we would |ike sonme advice so
we can produce the best product possible, I think we
have responded to that in an appropriate manner.

And t he purpose of the presentation today

was to try to clarify what Commander Gray's
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responses have been to what the Board nenbers
provided in witing. |If the services or DOD were to
ask us in witing to provide nore specific guidance
or a group of this -- a sub-group of this Board to
act as oversight on this particular study, then I

t hi nk that beconmes a different issue.

So we can really only respond to questions
in witing or to nmaking suggestions, based on what
the services or Health Affairs conmes to us wth.

And that decision really, is made by the people who
are asking the question.

We cannot -- | nean, we can be proactive,
but I don't think it's the Board's position to
dictate to the services or Health Affairs further
t han that.

COVVANDER GRAY: And let nme say that we do
very much appreciate the coments of the AFEB and we
tried, we have adjusted the protocol accordingly
within the constraints we had. So |I hope you saw
your handwork in the thing, particularly with the
val i dation studies. So thanks very nuch.

MS5. HANSON: There's a difference between
our assisting you to make the single hypothesis,

that is your addressing of that hypothesis better.
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However, and that's what Elizabeth Barrett Connor
could help you do as well. So your study could be
wel | desi gned.

But what |I'mraising and | think what
General Hoffman has also raised is if the answer is
null, that is there is no Gulf War or whatever
illness or sonething else, then have you indeed
really specified in advance ot her hypot heses you are
going to study in this study, and have you done
power tests on those hypotheses.

And have you asked his question, wll your
study answer his question? WIIl it tell you what
shoul d be done for the next such conflict? In other
words, those are two separable, but simlar
questi ons. What set of hypotheses are you asking
ot her than your primary hypothesis?

COVVANDER GRAY: We only address sanple
Ssize calculations on the primary hypothesis. W did
not do secondary tertiary hypotheses. Regarding the
second part of --

DR. HANSON: | would recommend that you do
t hat .

COMVANDER GRAY: (Okay, thank you. | heard

that the second tinme now Regarding, you know, what
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to do in the future, I"'min no position to do that
sort of analysis. W're just trying to | ook at the
data that are available and to do a sinple interview
study to try to answer sone of the sinple hypotheses
guesti ons.

| wish we could just eval uate these
projects under that |ight and not see these as the
total answer for the Gulf War nystery illness.
don't want that additional responsibility.

DR. KULLER: Dr. Wodward, did you have a
guestion?

DR. WOODWARD: Yes, M. Chairman, |'m going
to break a promse to nyself. | prom sed nyself to
shut up.

(Laughter.)

DR. WOODWARD: My comrents will not take
si des because | wouldn't have it --

(Laughter.)

DR. WOODWARD: A little bit of historical
reference of this Board. It was Dr. Paul Denson who
recommended it, recommended and the Board
practically directed AFEB to formul ate the
gui del i nes, the problens, environnmental

epi dem ol ogi cal, causal, everything of every
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potential trouble spot in the world where our nation
m ght becone invol ved.

And the problenms by this area in that work,
presented it to the Board for over seven years and,
M ke, you're shaking your head and it was my opinion
that that was a very val uabl e docunent and
presentation.

All 1"mhearing is there is an effort to
| earn how to collect information, be prepared with
when we go on, but you have to analyze it after you
came out. |t costs noney.

DR. STEVENS: | had a question. |It's not
clear to me what proportion of the cases that are
being called Gulf War Syndrone presented at sone
point with an illness that caused hospitalization.

| think to me that hospital study has
al ready been criticized and it sounds to ne as if a
priori, you' re setting out on a study to |look at an
end point which has no relationship to what's being
called Gulf War Syndrone.

And if that's the case, then you're
| aunching into sonething that is predicted to be
not hi ng, end up w th not hing.

COVMVANDER GRAY: But | think we're
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anticipating --

DR. STEVENS: And not answer a question
related to Gulf War Syndrome and that, | think, is
where you're going to get yourself into trouble.

COMWANDER GRAY: Yeah. The data are
captured. You know, we don't have to do any active
collection. Qur thinking was that if this continues
on inits Public Health interest, as the Agent
Orange issue did, then there will be many, many
guestions regarding health care benefits to people
with various different hospitalizations and
di agnoses.

In anticipation of that, we have designed
this study to see if there's a difference between
the Gulf War experience and those that do not go in
the Gulf War. It's really not that expensive. |It's
| abor intensive, but not that expensive.

One woul d hypot hesize that if there was
sonething that in the environnental exposure to CGulf
War veterans that causes out-patient norbidity, that
you woul d perhaps see a significant blip in the in-
patient nmorbidity as well, and so we're testing for
that at the same tine.

DR. KULLER: | think what's confusing
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people here is the idea that you're trying to find
sonething called Gulf War |llness. Your study has
absolutely nothing to do with that, but the study
basically is asking a question about whether people
who served in the Gulf War have a higher
hospitalization or norbidity rate, as opposed to
peopl e who didn't.

My concern and | have nothing wong with

that study. | think, you know, as sonebody said, it
m ght not be bad as a nodel. M concern is again,
and I'Il repeat that, is somebody who was invol ved

from day one in the problem of Agent Orange and al
the studies that got involved in over -- because |
happened to nake a m stake of being involved in the
very first study for $20,000 and before you turned
around, they were going to give you the world.

But the reality is that those studies went
through a lot of critical reviews, a |ot of changes.
CDC did a superb job finally of cleaning out a | ot
of big problenms and a | ot of very bad studies that

went al ong the way.
And | think, when we tal k about the
hi storical perspective of these studies, one has to

go back and see what happened in the past with the
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Agent Orange or Vietnam because CDC finally did, as
you know, what you're trying to do, did a study
which is called Vietnam Experience.

They finally threw in the sponge and said
we can't study Agent Orange because we can't measure
it, but we can nmeasure people who went to Vietnam
and who didn't. W can Vi et nham experience, at
| east, and see what happens in terns of various
di seases.

But they dealt with the basic problem of
case ascertai nnent, hospitalization rates and the
probl ens of selection bias about who did and who
didn't go to Vietnam And all I'msaying is to you
now and again it's advice because we're not being
asked the specific question is, you can do the
study, but do it in such a way that no matter what
your result is, you're not going to be criticized
for doing a faulty study.

Because if you do it and you're criticized
for doing a faulty study, then the only people who
basically wind up on the wong end of the stick are
the investigators and that happened in Agent Orange
and it's going to happen here again.

COVVANDER GRAY: Dr. Ascher.
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DR. ASCHER: Dr. Wodward talks to me
sonetimes too and the other thing he said was, as in
the case of the HIV problemin '85, which was con ng
fromall different directions and going all
different directions, that the Board did sort of
focus that for the services and get that under one
hat and bring it all together.

And one of mny perceptions here is this is
t he National Academnmy, N H Letterburg, all the
people out in different directions and that's
because it's had to happen fast and there's been
really no overall planning.

And | think if we were to make a
recomrendation informally, you need an overal
pl anning commttee for this that is independent,
that has to be independent of both financi al
conflicts of interest, as | nentioned earlier, and
of any other constraints in ternms of turf.

Because right now, every player has got
turf, and unl ess you use the Board as it has
functioned in the past to be the nediator of these
issues, we're still going to have a nmess. And that
woul d be a recommendation that we would offer.

COMVANDER GRAY: Well, who am | to accept
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or reject such a recomrendati on.

(Laughter.)

COMVANDER GRAY: I'mreally open to
criticism because | really genuinely -- we tried to
make this as clean and as uncriticizable as
possi ble, so | mean we had a nunmber of people that
said it's not worth doing because there's no Gulf
War Syndrone, but if you have suggesti ons how we can
prove this, let me try to go back and we'll nake
sone adj ustnents.

"' mvery open and if they even want to
appoint a commttee, that's fine on ny account.

DR. ASCHER: |I'mtalking to the Assistant
Secretary, I'mnot talking to you. 1It's not at your
| evel that the problemis

COVVANDER GRAY: You're right. Thank you
very much

DR. KULLER: One nore comrent and then |
think we'll go on.

COMVANDER GRAY:  Yes.

VO CE: | just wanted, Commander Gray, to
speak in some support of what you're saying here. |
think you do have a hypothesis. | think whether

this group is sick or not are the nmeasures avail abl e
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and the setting of a syndrome that we all agree we
can't quite define, is worthwhile doing. And so |I'm
supportive of it.

| can concerned, as others, about sone of
the selection bias issues that have been di scussed
and |'m not sure |I've heard from your brief
presentation whet her sone of these extra sub-studies
are going to deal with that.

The third point really is for Dr. Joseph, |
guess, and | think you're hearing froma nunber of
peopl e who are his representatives that are here,
because there's a |l ot of studies going on and they
don't seem coordi nat ed.

They may be overl appi ng, they nmay be using
di fferent nethods, but that's not your problem but
it has to be sonmeone's problemcentrally to
coordinate these in a way, so we |learn nore about
what's goi ng on here.

DR. WOODWARD: M. Chairman, this is very
sinple, that the ranch hand study involved a |imted
nunmber of nen, as | recall, 1,500. And that saved
us a heck of a lot of problens and dollars and there
must be something in this study that can be pulled

out and not be broad and could give us sonething.
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COVVANDER GRAY: Thank you very mnuch

DR. KULLER: Thank you.

(Appl ause.)

DR. KULLER: We'Il now tal k about the U. S
Air Force Office for Prevention and Heal th Services
Assessnment Program  Col onel Wi ght.

COLONEL WRI GHT: MWy nane is Janes Wi ght,
JimWight. |1'"mthe Epidem ol ogy Division at Brooks
Air Force Base, which is a part of the Human Systens
Center and |I'm here today to talk about the Ofice
for Prevention and Health Services Assessnent, which
is a new organi zation that the Air Force is trying
to build right now.

Can you hear nme now? Can | have the
second sl i de.

But first et me take you back about three
years in the Air Force Surgeon General's Ofice
where we realized we were becom ng involved in sone
pretty big projects right over the horizon or right
on our doorstep at that point, such as Health People
2000 where the National Public Health Service wanted
to set national health codes for the popul ati on and
make sure we net them by 2000. The Departnment of

Def ense was going to set DOD health codes and do the
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sane thing.

Managed care. We're getting into the
managed care arena where we actually have to try to
utilize our health resources to the maxi num and try
to use tri-care in various ways to actually provide
all our beneficiaries the proper anpunt of medical
care in the nost effective or cost effective manner.

And of course to put prevention into
practice, which Col onel Parkinson has nentioned
al ready today was right around the horizon at that
point. Fortunately, it was delayed a little bit,
but we are getting into that. At the present tine,
we have to inplenment that in the very near future.

And we had a lot of health pronotion and
wel | ness programs out in the Air Force, but we
needed to start evaluating how effective they were,
whi ch ones were working and which ones weren't and
get sonme control over all the different ones that
were springing up throughout the Air Force.

May | have the next slide, please.

Unfortunately, when we tried to do that, we
found out that we had sone real serious problens.
We didn't have any idea about the basic help data

that we really needed. We didn't really know what
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the health status of our beneficiary popul ation was.
That was unknown to us. We didn't have the basic
dat a.

And if you don't know what the health
status of the population is, you of course can't
figure out the health needs of the population. And
if you don't know the health needs, you can't figure
out what required health resources you have to have
to fulfill those needs.

So we needed sone basic information about
the health status, health needs, and required health
resources of our popul ati on.

On the preventive side, we realized that we
were in the sanme boat, we didn't know the preventive
services needs for the health popul ati on, because we
didn't know the health status. Therefore, we didn't
know what the risk factors were, or what the health
services or preventive services needs were.

We didn't know what we were doing out there
in preventive services, so we didn't know what was
avai l abl e and we didn't know how much of what was
avai |l abl e was properly being utilized.

As far as the health pronotion prograns, we

just couldn't calculate them Mst of them had
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data, but it wasn't centralized, it wasn't
conputerized and it wasn't forwarded to us to really
make any heads or tails of it, so we really couldn't
cal cul ate how effective the various health pronotion
programs were.

If I could have the next slide. So what we
found out was that existent data bases to provide
this information sinply were not sufficient. |
mean, we had | ots of data bases out there, but they
just weren't sufficient to provide the information
we needed.

We did have lots of in-patient nunerator
data. We knew how many were hospitalized for, you
know, heart attacks, for the various kinds of
cancer, and that sort of thing, but we didn't have
any good denom nator data to conpare rates with
t hose particul ar things.

And as far as out-patient treatnent data,
we just didn't have anything. | nean, the
facilities m ght know, as sonebody nentioned before,
how many suture kits they used and that sort of
t hing, but they didn't know what they were used for,
how many people were comng in for what diagnosis

and what the providers were treating these people
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for, how effective we were utilizing our providers
on medi cal resources.

Now, DEERS, of course, has |ots of
denographi ¢ data. They can tell you how many E5s
and Air Force they have and where they're | ocated
and whi ch commands they're located in, what their
ages are and that sort of thing, how many are nal e,
how many are female, but that wasn't |inked to the
nmedi cal data, so it really didn't help us a whole
| ot at that point.

We had | ots of denographic and nedica
data, but they weren't |inked and they really
weren't the right kind of data, at the time, to give
us the information we really, absolutely had to have
to get these progranms going and to nonitor the
prograns.

And as | nentioned, wellness and health
pronotion data was not centralized, conputerized, et
cetera.

Next slide, please.

On the prevention side, we also figured out
that we'd known this for a long time, but it becanme
nmore apparent that we really needed sone of this.

There was no central data library for prevention and
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heal th service.

We really didn't have a central |ocation we
could go to get all the prevention information we
needed or all the health services, the nanaged care
type data that we were going to need in the future
and we had no repository for the various abstracts
and so forth that we really needed.

We had to go to various libraries and that
sort of thing to get themand we really didn't have
any organi zation that could provide rapid responses
to some of the questions that were coming up to the
Surgeon General's O fice and other organi zations
t hat needed rapid response.

And the data bases were around here, but
nobody could really provide the rapid response
because they couldn't get access to the data bases,
didn't know how to use them and they coul dn't
provide a |inkage between data bases to get the
i nformation.

Next slide.

So we realized there was a big problem and
we, for two years, tried to solve it by getting
vari ous organizations to work together and to, you

know, double half, to get people doing full tinme

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

225

jobs, to do additional jobs to figure out how we
could do this in-house w thout additional resource,
wi t hout additional manpower.

We finally cane to the realization that
that just wasn't possible. To get this information,
you really needed an organi zati on dedi cated to that
and we're going to have to put up sonme resources to
get it.

So in June of '93, this was presented to
t he Surgeon General who approved the establishnment
of the Office for Prevention and Health Services
Assessnment or OPHSA, for short.

And the nane, | know, is long and it sounds
like a coomittee name, but it does cover what the
organi zation will do. The charter is nore broad
than just prevention or preventive services. It is
going to evaluate health services, evaluate health
resources and health resource utilization. That's
what the health services assessnent part of the nanme
conmes into being.

So the name is appropriate to our
organi zation, even though it may not sound
particularly good. OPHSA is kind of -- you know, it

could be msinterpreted as UPSHA and a few ot her
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t hi ngs, so we would have preferred it perhaps a
shorter, nmore catchy nanme, but this does cover what
t he organi zation will do.

If | could have the next slide.

The m ssion of the organization is pretty
straight forward. |It's to find operational
commanders, that is |line commanders, flying
commanders and managers of the health prograns,
directors of base nedical services, Surgeon General,
et cetera. We'd inprove capabilities to nake
evi dence based deci sions.

| mean they've got to make the decisions
any way, they're going to have to do that whether
they want to or not. The decisions have to be nmade.

What we want to be able to do is give them sone
information so that they can nake rational decisions
based on the evidence.

They really need that information to make
good deci sions and back up their decisions and
that's what the charter of our organization is, to
provide them that information and capability to do
that, and to provide the capability to nmeasure the
i npact of interventions they inplenent, such as

snmoki ng cessation prograns, that sort of thing.
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Once they inplement an intervention
program we want to be able to provide themthe
baseline data, what it is right there, what happens
when they inplenent the program and, you know, to
nmonitor it throughout its lifetime, and hopefully,
to build in an eval uation process into the program
before it's inplenented so that you can do that very
easily.

If I could get the next slide.

The goals of the organization are pretty
straight forward, prevent the premature onset of
di sease and disability, inprove operational
readi ness, to enhance the effective -- excuse ne,
the efficient utilization of health services or
medi cal resources and to reduce health care costs.

And we feel that if we do the first three,

the fourth one will kind of follow naturally, so
it's -- that one would just conme along. W don't
really have to stress that. Oiginally, we'll do

the first three to start wth.

Next slide, please.

The objectives are to determ ne the
prevention and health services needs of the Air

Force or Air Force beneficiary population, to
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i nprove the delivery of preventive and health
services to our beneficiary popul ation.

To evaluate the effectiveness of prevention
prograns and other intervention prograns and health
services prograns. To devel op prevention
gui delines and to maxim ze the cost effective
utilization of health resources.

And we al so, as one of the things we'll be
involved in to a certain extent, will be to nonitor
prevention and health research. That doesn't mean
we'll do the research, it just means we'll nonitor
t he people that are doing it, to nonitor the
resources and make sure that it's kind of done the
correct way or that we at |east know what's going on
and try to make sure it's cost effective and that
sort of thing.

Some of the strategic subject areas will
be, of course, clinical preventive services because
we're in prevention. W'I|l do special studies on
pretty much anything the custonmer wants and that
sort of thing. We' Il be involved in m ssion
readi ness and depl oynment, helping to do sonme of the
things that | think General Hoffman has nentioned

several tinmes and other people have too.
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We'd like to get involved in hel ping
determ ne what the deploynent, pre-deploynent
i nformation and various surveillance activities and
medi cal data that you need to collect.

What you need to collect while you're
depl oyed and what you need to collect when you cone
back, what kind of studies, screening and that sort
of thing will be involved in deploynents to various
areas of the world.

Of course, fitness and injury prevention,
the Air Force, as you know, is involved in the cycle
ergonmetry program which | believe Col onel Parkinson
wi Il discuss |later, and of course we need to be
involved in health enotion and occupati onal
medi ci ne, all disease surveillance, not just
specific di seases.

But essentially all disease and injury and
di sability surveillance and quality assurance
research outconme and managed care which apparently,
not apparently, but is becom ng one of our biggest
custoners, even before we really get forned. That's
one of our biggest is the managed care in Region 6,
has cone to us for several projects already.

And we need to devel op data bases, nonitor
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dat a bases, get access to data bases and |ink
various data bases to get the information.

Some of the characteristics of the
organi zation we like to make sure that it has from
the very start is it will be custonmer driver. The
organi zation will not be driven by what we want to

do, but what the custonmer needs.

Custoners will cone to the organization
give a need, we will then try to fulfill the need
for that information or that data. It will of

course be a center of excellence or as close as we
can make it.

It will bring together the previously
scattered preventive nedicine activities in the air
Force, not right away, but down the road we'll draw
sone of the preventive nmedicine activities like the
epi dem ol ogy division and sonme other things may
eventually be nerged into this organization.

Ri ght now, they're separate.

And wi |l produce consultation anal ysis of
various different products. And one of the things
we wanted to make sure right away that we foll owed
qual ity managenent, quality Air Force managenent or

TOM as nost people know it by, and we use integrated
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product teans, which is, you know, the team approach
as opposed to one individual doing sonething.

We' Il get a team together on each project
and try to nake sure it's a team project and get it
t hrough that way and we use TQOM managenent from the
very start. This will be unique in that this wll
be one of the few mlitary organizations that can
use TM from the very start, instead of trying to
i npose it over the normal Air Force's bureaucracy,
whi ch doesn't seemto work very well

Where to put the organi zati on was very
sinmpl e, because Human Systens Center is |located in
San Antoni o, Texas, and it has the epiden ol ogy
di vi sion, the occupational environnental health |ab

Kelly has a very | arge occupational medicine
activity.

The School of Aerospace Medicine is part of
HSC. There are various preventative and
occupational nedicine activities already in San
Antonio, so it nade perfect sense to put it in Human
Systens Center at Brooks Air Force Base.

So it will be |ocated at Brooks and it wll
be part of the Arnmstrong Laboratory, which is one of

the Air Force's four super |labs and will be a
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directorate of the Arnmstrong Laboratory. It will be

funded directly by the Surgeon General, at |east for

the first few years and it will use operational
funds.

It will not use nedical research funds, but
it will be patient activity or patient operation

funds, which is a very big coup for the organization
to actually get that kind of funding.

The eventual size of our organization will
be twelve officers, eighteen enlisted and seventeen
civilian positions. The civilians will be either
Civil Service or contract civilians and we haven't
figured out exactly what the m x would be on the
civilian/Civil Servicel/contract, because a | ot of
things are going on in the Air Force with hiring
freezes for civilians, ceiling for civilian hires
and all that sort of thing, but we have to be
flexible and come up with a m x about the tinme we
need t he peopl e.

This is an organi zational chart of the
organi zation. As you can see, it wll be divided
into four sections or four divisions. W have the
clinical preventive services division, which will do

di sease surveillance, clinical preventive services
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gui delines and the usual thing that you think of

t hat preventive nedicine and occupational nedicine

woul d do.

You'l | have the information anal ysis
di vision which will function pretty nuch as an
information analysis center and will nostly be

contract, so that we have flexibility so that we can
hire lots of people for big projects and |let them go
when we get small projects and have the flexibility
that a contractor has, that the Civil Service or an

active duty organization does not have.

This will provide basic information. It
will be like the |arge data bank that will have
access for very -- data bases and we'll utilize
t hose data bases to provide information. It wll

kind of like a big library of data base and data
information and we'll have external custoners, but
it also will mainly be a custoner to these two

or gani zati ons.

And the studies and anal ysis division w ||
be just what it says, they'Il help design studies,
hel p anal yze studies for thenselves and for
custoners and will actually conduct studies, various

studies that we need to do to get information for
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t he custoners.

And then the adm nistrative support wll
just provide adm nistrative support to all three
ot her divi sions, because you have to have
adm ni strative support to keep things working.

In reality, as | nmentioned, the various
projects will be controlled by teans and ri ght now
we already have about ten or eleven integrated
product teans for these particular projects or
topics. Clinical preventive services, of course, we
have to have a team for

Fitness and injury, we need a teamfor.
Medi cal readi ness you need a team et cetera, et
cetera. People fromthe various divisions will be
pl aced on a team and, of course they'll be on nore
t han one team and people from outside the
organi zation will also be asked to be put on a team
with their expert as needed, as wll contract
personnel and that sort of thing.

And then the teamw ||l work together and
t hen peruse the product, one of these products and
t he products will be consultation. The usua
products you get out of research or information

anal ysis type of consultation, organization.
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Consultation is witten or oral. You get
search and sunmary reports, you'll get technica
reports, special study reports and technical
conferences, which we hope to utilize quite
effectively that will be bringing the experts in to
a big conference to determ ne how best to answer the
guestion and what kind of studies you need to answer
t he questi on.

Okay. As far as the staffing, as |
menti oned we're supposed to end up with a total of
37 people, but we're early in the program so right
now we have four officers currently on board,
there's two preventive nedicine officers, two
preventive nmedici ne physicians, one medical service
corps officer and one MIlitary Public Health
O ficer.

We hope to have another four officers
filled by the end of the summer and, of course,
there's four of us doing other jobs that are working
nmost of our tinme on OPHSA or all of our tinme on
OPHSA.

Enlisted, it's going to take a while to get
t hose peopl e because they were put on the books for

FY' 95 and our mlitary manpower center really won't
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give you the enlisted people until they're actually
on the books.

And we're having a problemw th the
civilians, because as | nentioned, hiring freezes
and ceilings and that sort of thing, plus they don't
officially cone on the books until 1 October, '94.

May | have the next one.

So what we're doing right now, is we do
have a | ot of projects we're involved in. |'m going
to go over sonme of those in just a mnute, but to
actually acconplish those projects, the organization
with only four people, there are a | ot of things
that we haven't -- we haven't been able to get a | ot
of people on board yet.

Al'l staff is double assigned to ACE, the
epi dem ol ogy division, until they officially come on
board on 1 October. W do have an inter-agency
agreenent with the Centers for Disease Control in
that we can use their subcontractors to actually do
projects for us.

We'| |l give the CDC noney. They'll give the
noney to the contractor and then the contractor wll
do the project and produce the products that we ask

for. We're working with the environnmental section
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of CDC because they seemto have the contractors
with task order of contracts that nost suited our
needs for the present tine.

We' Il issue Form 9s, which is a snal
contract |like the Air Force has for small task
orders and we're getting our conputer support from
the Air Force Medical Support Agency, which is the
bi g airport data base, nedical data base in San
Ant oni o, at Brooks right across the street fromit.

And we get our adm nistrative support from
the Arnmstrong Laboratory.

W will get a contract eventually. As you
know, in the mlitary it takes at |east 18 nonths,
sonetinmes up to three years to actually get a
contract witten, statement of work witten through
contracting and get it on the street, get the bids
back and get it awarded.

It's no sinple task, but we will eventually
get a contract to support the Information Analysis
Center, but it's probably going to take us about 18
nonths to do that, so we have to use the CDC and
various agreenments and other task order contracts
and to enter themto get any work done.

Let me just take a few mnutes. | know
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we're running | ate because of all the interesting
comments on the previous presentation, but 1'd |ike
to go over sonme of the projects we're involved in
right now This is just a list of sonme of them

If I could have the next slide, that's the
list of the rest of them If | could have the next
slide, 1'll go into some of them very quickly.

As | mentioned, we have to have a custoner
and our custoner for this was Medical Region 6 and
then | ater Medical Region 4 canme on board when they
heard about this particul ar project.

Medi cal Region 6 will have to enroll all
their beneficiaries into nedical care, tri-care, and
what they need to do is to find some kind of
guestionnaire or formthat when they enroll these
people into their nedical system they can find out
sonme basic information.

The basic information they would like to
know i s what the past nedical problenms of that
particular enrollee is, what his current health
status is, including current health, you know, risk,
behavi oral nodification risk type things, and
identify the preventive services needs, whether the

person needs snoking intervention, doctor
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intervention, that sort of thing.

And to identify the |large resource users
that will require case managenent. People |ike
i nsulin dependent diabetics or people who have had
previ ous heart attack or that sort of thing, wl
probably be better served if you actually assign
themto a case manager, who can nanage their care
and make sure that they're taken care of, so that
you can prevent any serious disabilities by taking
care of the mnor ones as they come up. So they'll
be nmore intensely nonitored and nore intensely
surveyed.

And al so to determ ne the appropriate
primary provider that individual needs to be
assigned to, internist, pediatrician, general
medi cal practitioner, that sort of thing. And also
to divide up the patients so that one clinic or one
provi der doesn't get too many patients to manage.

This will be contractor supported.

As far as we know, nobody el se has a
particul ar questionnaire that will do all this. A
| ot of people use health risk assessnments that wll
provide them the preventive services needs, but they

really don't provide the rest of the things.
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If we can get this, we think it will be
val uabl e not only to Region 6 and 4, but probably to
all the other nedical regions in the Departnment of
Def ense.

Next sli de.

Anot her thing we're involved inis to
devel op an anbul atory encounter tracking formfor
the basic training clinics at Wlford Hall. They
have about 20 providers and they see about 40, 000
basic trai nees on an annual basis, but they really
have no tracking systemto nonitor what the, you
know, the current trends and injuries or illness or
that sort of thing and they would like to do that.

We're going to use the Navy Smart System
which is a conputerized tracking system W'

i mpl erent that at the basic training clinics and
follow that, nodified as needed, and hopefully
provide themthe daily, nonthly and yearly data on
what the health problens and injury problens are in
the basic trainees at Lackl and.

Anot her thing that the basic training
commander has conme to us, is that he would like to
modi fy the current physical fitness programthat the

basic trainees go at Lackl and.
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Ri ght now t hey' ve been doing the same
physi cal fitness programfor the trainees they've
been doi ng for about 25 years and what they do is a
| ock-step formati on where everybody gets in a flight
organi zation and they run in step at the sanme pace
around and round the cenent track for however | ong
t hey run.

The problemw th that is everybody's in
| ock-step, so the pace is determ ned, of course, by
the sl owest runner in the flight. So obviously, the
sl owest runner is not getting inmprovenent very nuch,
and the rest of the people in the flight are
probably becom ng de-conditioned throughout the
seven weeks of basic training.

It's probably not a good way to do physical
training for the basic trainees. You don't really
i nprove their physical training, so what they would
like to do is to nodify it, but they want to follow
t he nodifications and make sure that the
nodi fi cati ons worKk.

Make sure it does inprove the fitness of
t he basic trainees, nmake sure it does not increase
the injury or illness in the basic trainees and to

make sure that we also get the basic trainees to
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foll ow up throughout their career and maintain their
fitness level by teaching them what fitness is about
during basic training.

And so we're working on that. What they'l]|
do is they'|l have various flights, some of them
will maintain the old system sone are going to a
nodi fi ed system where they actually pre-test the
i ndi vi dual s. They' |l assign themto a fit |evel,
very unfit, fit or very fit and then they wl|
tailor the fitness training of the trainees
according to their fitness levels and then they post
test themafter the fitness -- excuse ne, after
basic training and figure out if they inproved,
stayed the sane or got worse.

As Col onel Parkinson nentioned this
norni ng, we're going to have to put prevention into
practice in the Air Force and what we're going to do
is we're going to have a technical conference for
Cct ober, '94. There'll be a planning neeting in
August .

We'll try to get representatives and
experts in preventive service and al so sone experts
who have actually done this in their organizations

li ke Group Health and that sort of thing. And we'l
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get them together and figure out what the best way
to proceed is.

How t hey can overconme the barriers that the
services have in getting providers to do this,
provi der education, patient education, what's the
best way to provide the access and what's the best
way to actually inplement this program

" m sure nost of you have heard, at | east
in the nedia, that the Departnent of Energy cane up
with some very questionable studies they did in the
1950s, where they exposed people to radiation
wi t hout informed consent and probably did damage to
t he individual s.

Si nce the DOE had done that, the Departnent
of Defense was very interested in making sure they
had not commtted simlar sins in the 1950s and
1960s, so they requested that the -- the Air Force
Surgeon General requested that we review all the Air
Force research involving radiation that possibly
i nvol ved human subj ects.

And so we reviewed all the conputer data
bases, the Defense Technical Information Center
hi storical records. W actually went out and

interviewed the people that did the research
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t hroughout Arnstrong Laboratory's history and the
predecessor | aboratory's history and the Air Force.

And reviewed all the AFEB histories,
because we figured we could find sonme val uabl e
information in that, and reviewed 40 years of
research in the Air Force in three nonths and,
fortunately, we found no snoking guns.

There was no adverse effects or no
guesti onabl e research activities that we found.
There was a maj or undertaking to review all that
research in three nonths.

We did do an infant | ead screening program
eval uation and since, on the next slide, since
Captai n Robbins is going to cover that in detail in
the next hour, | just want to skip over that one.

We al so were requested to do an eval uation
of prostate specific antigen testing in the Air
Force. We had noticed that PSA testing increased
358 percent in a two year period at the Epidem ol ogy
Di vi sion Laboratory alone and it probably increased
that nuch or nore in other Air Force | aboratories
that did PSA testing.

We did an eval uation and found out in 1993

we did 54,000 tests at a cost of about $500, 000.
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When we eval uated those, a little over 8,000 were
positive, which meant that they would require follow
up, repeat testing or follow up nmedical eval uations,
bi opsi es, that sort of thing. That's an awful | ot
of patients getting followed up in the Air Force.

We al so found out that 6,000 tests were
ordered on patients below the age of 50 and over
5,000 were ordered on patients above the age of 75,
whi ch means that at |east ten percent of the tests
wer e i nappropriate and so i nappropriate testing cost
the Air Force on an annual basis about $54, 000.

What OPHSA recommended was that the Surgeon
General develop clear guidelines to the use of its
experts in urology and to provide providers
t hroughout the Air Force with clear guidelines on
what kind of -- the people they should be doing PSA
testing on and what they should do when they do PSA
testing and what appropriate follow up they shoul d
do on PSA testing.

We think this will elimnate some of the
i nappropriate use of PSA testing and save the Air
Force at |east $50,000 annually in | aboratory costs.

We're getting together two technical

advi sory boards, really just to tell us where we
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need to go in various subjects. The two big ones
that we're going to have right away are nmanaged
care, because we can see that there are a |ot of
data base needs and information needs that the
managed care managers are going to need to do their
j ob.

What we'd |like to do is get them al
together in the mlitary to tell us what they think
they'll need. W' d like to get sonme experts of ran
managed care prograns |ike G oup Health, Kaiser
Permanenti and that sort of thing and tell us what
t hey found out they needed and what they w shed they
had when they started doing the managed care
prograns.

Li kew se, on readiness, we'd like to get
the Air Force readi ness people together to tell us
what ki nd of needs and information and data bases
t hey need, so that we can provide what we can, you
know, from OPSHA, either in data bases, |inking data
bases or so forth.

VWil e they can't neet either organization's
conpl ete needs, but they can give us an idea of sone
needs that we can help them neet.

One of the things that the |ine conmanders
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requested we do is that we test groups that were
known to be physically fit to see if the Air Force
cycle ergonetry programwould really show t hat
they're fit. This was the Air Force Materi el
Command Commander who asked us to do this.

What we did was we tested the speci al
operations personnel and we al so tested Marine
recruits. The special operations at Herbert Field,
we tested the Special Tactics Squadron and when we
tested that Squadron, we found that a hundred per
cent met Air Force category three guidelines for
physi cal fitness and that 82 percent made category
four or higher.

We did a support squadron, which had a
mandat ory exerci se program the people had to show
up three tinmes a week and had to engage i n about an
hour of physical fitness activities. The Conmander

ki nd of got out there and went through it with them

We found out that 92 percent of them passed
CAT 3 and 48 percent went CAT 4 and hi gher and this
was early into the mandatory exercise program
We're going to go back in about a year and see if it

hasn't inproved, because we think after they' ve done
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t he program for about a year, it will go
significantly, probably approaching this.

We al so tested one support squadron which
had no program and very little interest in the
program to see what they were doing and found out
that 21 percent of their personnel failed to neet
Air Force standards and only 22 percent were CAT 4
or hi gher.

So it does nake a difference if you' re an
operational squadron where it's used to being
physically fit, if your one where your commander has
a lot of enphasis on physical fitness and institutes
a mandat ory program or whet her you're unfortunately
like a lot of Air Force organi zations that really
aren't with a programyet and you're not too
interested in it.

We also went to the Marines, the Marine
Corps Recruit Depot at Canp Pendl eton and we tested
sone Marine recruits in week nine of basic training.

Al the Marine recruits nmet CAT 3
st andar ds.

Only 3 percent scored in CAT 3. None
scored in CAT 2 or CAT 1. All scored at |east CAT 3

and 96 percent scored in CAT 4 or higher, which told
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us that if you actually do the cycle ergonetry
program in groups that you know to be fair, at |east
in young, fit individuals, it does seemto show that
they are fit.

It may not give you the exact VO2 max that
t hat individual has. You'd have to conpare that
with the maximumtreadm ||l -- Doctor Parkinson's
going to get into that |later today, but it does show
you that they do score in the proper categories.

Let me run through the |ast two real
qui ckly. Preventive services benefits for tri-care
were asked to cone up with a benefit package to put
into the managed care programfor tri-care in Region
6.

We did recommend that age and gender
specific preventive services be a basic benefit, be
enrolled in the basic benefit package, so that
preventive services got an entry into the benefit
package because, as you know of, in CHAMPUS and a
| ot of other things, they're not part of the
program

We did recomend they becone a basic part
of the basic benefit program W recomended t hat

HRA be included in the enroll nment process and we
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recommended t hat education prograns for providers
and patients be developed to tell them what they
needed and how to provide preventive services to
their patients.

And we recomrend that you integrate this
with the PPIP efforts and we also would like to
recommend to Region 6 that when they do this, they
beconme a possi ble nodel for other regions so that we
could get into the other regions eventually, so that
all mlitary beneficiaries had preventive services
as part of their basic benefit package.

And we're just also developing a uniform
tabl e of allowances for an epidem ol ogy team t hat
woul d go and deploy in situations |ike Somalia or
Desert Storm or sonething that would actually go and
depl oy. We'd |i ke to know what kind of menbers of
the team you know, how many preventive nedicine
physi ci ans, entonol ogi sts, that sort of thing you'd
need and al so what kind of equi pment they woul d do.

Some of our -- those future projects we'd
like to define and inplenment a centralized nedical
research data base. W need to determ ne the
preventive services needs, the availability to those

services and efficiencies in the San Antoni o area
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and then eventually expand that to Region 6 and then
t hr oughout the Air Force.

Devel op preventive services policy
gui delines for the Surgeon generals so they can put
those out and inplenment those. W'd like to
eval uate health pronotion progranms for
effectiveness. As | nentioned earlier, we really
need to do that.

|"d like to provide health services, health
needs, not just preventive services needs, but the
entire health needs for Region 6 and we are going to
provi de sonme analysis to support the nmedical support
agency, which is our conputer people, nedical
conputer systens people in the Air Force.

They're losing a | ot of people in the
cut backs and we'd |ike to provide them some anal ysis
support and | think that's mnmy |ast slide.

| know | kind of ran through this real
qui ckly because we're kind of behind time, but we're
very early in the process of inplenmenting in this
organi zation, but we do have a |lot of projects we're
involved in. W have a lot of things we'd like to
do and we're trying to do it as fast as we can.

We do have a budget. Not very many peopl e,
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but we do have a budget and we are getting started
and we can probably provide an update once we're

fully inmplemented and fully invol ved.

And |'Ill answer any questions you have
ri ght now.

VO CE: | comend you on your very detailed
outline for prevention. | think there are a nunber

of things that could be comented upon. The synptom
driven health care prevention often is better
sonetimes than doing a routine PSA, as you found

out, that this can be really m sguided, so to speak
and there are a lot of guidelines out. This new
journal covered a |lot of prevention areas in the

| ast few nonths.

PSA, for instance. Their guidelines for
exerci se and other things of this nature and | think
is bringing in a very nice structure. | was
interested in your bringing in outside physicians.

| think a conponent of health
pr of essi onal s, physicians from academ c centers, as
well as maybe in the private area to benefit each
group, yours and those that are out there | ooking at
this. | think this is a very good nodel.

COLONEL WRI GHT: Yeah, we'd like to get the
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experts fromall different fields, you know, that
are specific to the project that we're working in.

VO CE: Yes. And the things are tinmed wel
with M ke Parkinson's exercise of test evaluation,
and he'll talk about it, I think is very good.

COMMANDER UNGS: On this Coast Guard, what
type of -- regarding active duty popul ations, do you
have any thoughts on how you're going to eval uate
out cone neasures for prevention services?

For exanple, is it reduction in nunber of
personnel discharged for disabilities or fitness for
duty days or nortality? | nmean have you given it
any thought specifically?

COLONEL WRI GHT: Well, we haven't
specifically devel opi ng protocols for those yet, but
we are thinking about them W do have sone data
bases at Randol ph Air Force Base that will give us
i nformation of what people are nedically boarded for
and what their disabilities were when they were
medi cal |y boarded, so we can get rates and that sort
of thing.

But health outcones neasures is a big --
it's going to be a big project and, right now, we

really don't have the basic data bases to get the
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information to even start doing that.

So that's what we're going to do to start
with, is get the data bases in place or at |east try
to get the data bases in place so that we can get
t he baseline information and nonitor that and then
tease out of that the information on the health
backgrounds, both the nedical data bases and
denogr aphi ¢ data bases.

COVVANDER UNGS: One thing that I
observed and |"msure it's simlar for other health
agencies is that the health dollar conpetes against
ot her dollars, fuel, planes, et cetera.

And one question that's brought to me as a
health person is that is it not cheeper or better
for the organization to essentially discharge
sonmeone as unsuitable, rather than to spend the
noney for prevention service so that the kind of
healthier life, at some point -- from an
organi zational standpoint. Can you give ne a
t hought on that?

COLONEL WRI GHT:  Yeah, | have -- excuse ne,
sir, General Hoffman has his hand up. Well, | think
|'ve answered that one. General.

(Laughter.)
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GENERAL HOFFMAN: I n the Departnent of
Def ense, at |east at the operating level, the peace
time health dollars are conpletely separate fromthe
guns and ammunition and fuel dollars, so at the base
| evel, at the community level, the garrison
conmander or w ng commander does not have to make
deci si ons about whether to buy nedicine or fly the
jets. We're thankful for that.

| think that, you know, what we al
believe, and | think the data's there to support it
to a certain extent, is that it costs less to keep
peopl e healthy than it does to treat them when they
get si ck.

The problemin that statenent is that
there's a certain amunt of data and a certain
amount of intuitive belief and the other problemis,
is that there's sort of some cash flow problens. It
may take a while to invest in prevention before we
see a reduction in the nunber of people getting sick
and the resource consunption that goes along with
t hat .

But | can tell you, | think, fromthe Air
Force's standpoint and | think fromthe other two

Surgeon General s’ standpoint, it is obvious that the
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time has come, in fact, it's probably gone by, but
the time has cone that we now have to -- we cannot
afford to keep putting nmoney in to buy medicine and
treating ill ness.

We are at sone point, and we think that
point is now, at a point where we're just going to
consunme all the noney in the Defense Departnment if
we keep that up. Therefore, we in fact are going to
invest in health, invest in wellness and invest in
the future, with the idea that the return on that
investment will conme in the future.

Now, we're going to invest both in broad
sort of encouraging ways of |ose weight, exercise,
don't snoke, eat right, sleep a lot, get along wth
-- don't beat your wife, you know, all those sorts
of exhortation things.

But the other thing that we're going to do
is we're going to use our data bases to focus on
what are our nobst common conditions for which people
seek care? What are the npbst expensive conditions
for which people seek care is the care they're
getting, the best care for the amount of dollars.

So we hope to use the information to focus

not only on prevention, but also on smarter resource
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utilization at the present tinme in order to help
sort of fund the future.

COLONEL WRIGHT: And we'd like to nonitor
the interventions we do to nake sure they're
effective and saving noney and doing what they're
supposed to do al so. W haven't done that very good
in the past.

VO CE: Just a response back to your
suggesti on about dischargi ng peopl e who have been
trying to maintain health. | think it costs a | ot
nmore to try to replace a trained, experienced
person, than it does to keep them fit and healthy.
| clearly agree with Dr. Hoffman that prevention is
the way to go on this.

COLONEL WRI GHT: Certainly with pilots who
cost several mllion dollars to get fully trained,
that's very true.

DR. KULLER: One nore question.

DR. BROOMVE: Just to get an idea of where
you may be going with sonme of the data bases, are
you now or are you planning to follow through with
the PSA evaluation to identify the predicted val ue
of a positive test in your popul ation, the predicted

val ue of a negative test, the ultimate health
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out conmes?

COLONEL WRI GHAT: Well, we probably wll,
but we haven't been tasked to do that yet, so we're,
to be honest with you, have so many projects going
ri ght now, we don't have the resources to do it
until we're officially asked for it.

So we've recommended that be done, but
we're not in the process of doing it right this
m nute, no.

GENERAL HOFFMAN: The organi zati on was
brought a specific question to which they gave a
specific answer. That's one of the roles of the
or gani zati on.

If in the analysis of where the noney is
goi ng and what the diagnoses are that are consum ng
the resource of either the people or the dollars, if
sonehow somnet hi ng associated with PSA is floated to
the top of that list, then that woul d be addressed
in a systematic way.

So the organization is really sort of -- it
is going to address things systematically, but it's
al so going to be a resource for people with specific
questions at specific tines. In this particular

case, the PSA question was a single point question
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for which they provided an answer.

COLONEL WRIGHT: We did find out at the
i nvestigation that one of the reasons are the
i nappropriate testing is done is that the patient
simply won't | eave the office until the doctor
orders the test.

So one of the recommendations is devise a
fact sheet for patients to give themto read to cone
back and maybe educate thema little bit that they
really don't need the test. It can be nmore harmto
t hem t hen val ue.

GENERAL HOFFMAN:  And assertiveness
training for the doctors.

COLONEL WRI GHT: Yeah, that's al ways good.

(Laughter.)

COLONEL WRIGHT: Well we didn't recomrend
that, but that's true. Okay? Break tinme?

DR. KULLER: We'll have a break now for
about fifteen m nutes

(Wher eupon, at 3:00 o'clock p.m, a recess
was taken until 3:20 o'clock p.m)

LI EUTENANT COLONEL PARKI NSON: Thank you,
Col onel Peterson. Just a couple of personal

observations. |It's a real pleasure to follow both
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Commander Gray and Col onel Wi ght.

Greg and | trained together during
residency and it's nice to see that he continues to
take what | consider to be small, non controversi al
subj ects and neke sense out of them so | want to
t hank himfor that.

Al so, Col onel Wight, who many of you know
served as ny predecessor for nearly six years as the
Air Force Preventive Medicine Consultant. It's a
personal pleasure to follow himand | wanted to |et
Jimknow that he's still getting phone calls.

|"ve not had the heart to tell these people
that he's left and |I've not returned them so Jim
if you' d stop by the office --

(Laughter.)

LI EUTENANT COLONEL PARKI NSON: -- there's
a whol e stack of people who'd |like to talk to you.

Finally, |1 can assure you that nothing
related to fitness testing or cycle ergonetry has
anything to do with the Gulf or nogiditia for that
matter, so let's take a breather for a few m nutes.

Many of you know the Air Force introduced a
radi cal change in its fitness testing program

noving fromthe mle and a half run to the use of
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sub maxi mal cycle ergonetry.

At the outset, | want to thank Dr. Jerry
Fl etcher, a menber of the Arnmed Forces Epi dem ol ogy
Board, for his ongoing consultation in support of
this programto the Surgeon CGeneral.

| think the collaboration that we had with
hi m over the past seven, eight nonths or al nobst a
year now represents the type of ongoing consultation
that | consider valuable as one of the consultants
in which we would hope to foster with each of you
over the long run in your respective areas of
expertise.

So today I'd like to talk to you about two
t hi ngs that have been new devel opnments in the | ast
four nmont hs which both have been major in the
program The first is a validation study that was
conducted by the University of Florida Center for
Exerci se Science by Dr. M chael Poll ack.

And the second is a two day Air Force
fitness programsummt which was recently convened
in San Antoni o and which Dr. Fletcher graciously
attended and contributed to. So if we can have the
first slide, please. 1'Il try to use a |laser beam

her e.
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Dr. Pollack was gracious enough to allow ne
to use his slides for this presentation. For many
of you who may not know, Dr. M chael Pollack is a
worl d renowned exerci se physiol ogi st who runs the
Center for Exercise Science in Gainesville and has
publ i shed nunerous textbooks and articles on
exerci se testing and fitness generally.

Next .

Briefly, there have been a wi de variety of
ways to assess fitness, cardio respiratory
endurance, strength and flexibility. 1In 1968, the
Air Force went to the mle and a half run, which was
pretty nuch a maximal stress field test.

Running a certain mle and a half in X
nunmber of mnutes correlates with a certain VO2 max
as nmeasured on a treadml|l. And the Air Force had
been using that for many, many years. W basically
di scovered briefly, however, that the program was
not being inplenmented well in the field.

Furthernmore, it was certainly not
notivati ng people to enhance fitness on an ongoi ng
basis. It wasn't quantitative in nature, it was,
you know, a dichotonous yes/no, you pass. And of

real concern was the nunber of injuries, an
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unsupervi sed maxi mal stress test that was conducted
once a year in an otherw se sedentary popul ation.

We estimated that two to four deaths a year
in the Air Force popul ation were resulting as a
result of this test and, indeed, further studies
t hat were conducted nore systematically by the Navy,
| ooki ng back since about 1989, had denonstrated
simlar nunbers in their population, using a sim/lar
maxi mal stress test.

So we just asked ourselves, isn't there a
better way to do it and indeed, we felt there was.
And that was sub maxi mal cycle ergonetry, which was
basically devel oped approxi mately 50 years ago now
by Astrin Reimng in Sweden, and has been used for a
nunber of years by nunerous organi zations, including
the YMCA since 1973, to estimte maxi mal aerobic
capacity or VO2 max, which is an estimate of cardio
respiratory endurance.

The Chief of Staff of the Air Force,
approximately two years ago now, endorsed this
met hod of assessing fitness and notivating Air Force
menbers to inprove their cardio respiratory
endur ance.

Next sli de.
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VWhat we wanted to do was take our existing
prot ocol which essentially is an Astrin Reim ng
protocol with one or two variabl e changes devel oped
by researchers at Brooks Air Force Base and have it
| ooked at by an outside agency, an outside
authority, Dr. M chael Pollack, to detern ne how
well this slight variation of an already 50 year old
al gorithmwas truly approxi mati ng VO2 max as
measured on treadm | |s

Was it a valid test, a valid estimte of
VO2 max on treadm ||l for our age population, 18 to
54? Did it correspond to people who exercise? Did
peopl e who exercise nore score better than people
who didn't? Did the training node -- if you were a
cyclist, did that matter nore than if you were a
j ogger or a weight lifter?

And we al so wanted to determ ne some of the
specific questions, whether or not testing at
certain work | oads versus others would increase the
predictability of the test.

Next .

We wanted to see whether or not our product
conpared as well, better or worse than the existing

YMCA protocol, which uses the same principle, but a
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slightly different algorithm. W wanted to

det erm ne what proportion of invalid tests, for

what ever reason, invalid is probably the wong word,
i nadequat e test.

I n other words, in which proportion of
i ndi vidual s was the test failing the individual,
that is they actually were fit or their actual VO2
max standard was consi derably higher than what we
were predicting on the bicycle test.

Could we add other variables to inprove the
predictability of this equation, to increase the
correlation coefficient or the nean difference
bet ween what we were nmeasuring on the bike versus
what we were nmeasuring on the treadm||.

And progranmatical ly, what proportion of
peopl e were we potentially m sclassifying, treating
it as a medical screening value. In other words,
what's the sensitivity, specificity and positive
predi cted value of this Public Health screening
test?

Next .

| want to share with you just a few of the
slides and they're rather busy, but let's try to go

t hrough them Very quickly, the gold standard for
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all of this, of course, is the maxi mal generally
Bruce protocol treadm || test with direct
measur enent of VO2 max.

Cycle maximum test, in other words, using
the cycle ergonetry but going to full exhaustion
simlar to the Bruce protocol, generally has a
correlation of .95 to .98 with the gold standard and
a small standard error. They're both maxi mal stress
tests.

When we start noving down into -- let's
skip that one -- down to field testing, away from
t he equi pnent in the maximal stress test, we find
the correlation coefficients fall off slightly and
the standard errors increase a little bit.

Li kewi se, sub-maximal tests, which instead
of going to a hundred percent or 95 percent of the
person's estimted maxi mal predicted heart rate,

i kewi se you lose a little bit, but not nuch. The
correlation coefficient is .7 to .85 and the
standard error is just about the sane.

In addition, however, renmenber we have the
notivati onal factor and we have the safety factor.
There's a huge different in safety factors and in

notivati onal factors, based on our experience in the
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Air Force between those |last two bullets.

Next .

The study population for this, there was
nuner ous studies that were done on the popul ati on.
| want to describe 134 individuals, 67 males, 67
femal es of |ow, nmedium and high fitness categories.

Ckay?

On the right hand side represents the
nunmber of individuals we were trying to recruit in
each cell. The left hand side represents in yellow
where we basically met or exceeded those nunbers; in
the red where we did not neet them That should
probably be a red, for exanple.

But what we found was that at |east in
Florida, it's hard to find sonme young low fit males.

| guess that's why they're in Florida. Likew se,
we had a little bit of problemin the young low fit
femal es, at |east around Gainesville.

But for the other categories, we pretty
much found a mx, as we wanted to, of |ow, nedium
and high fitness categories, nmales and femal es, and
ages, which is the distribution of ages in the Air
Force popul ati on.

Next .
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The nethods basically were this. They get
t he baseline sub-maxi ml cycle ergonetry test,
pul monary functions, |ooking at pul nonary function
tests. Then they go on to get the gold standard
test. Okay? The treadm || max, Bruce protocol and
then a series of repeat tests for |ooking at test-
retest reliability, as well as for slight variations
in the algorithmthat would inprove predictability.

Additionally, Dr. Pollack's |ooking at
ot her variables that we m ght add to the equati on,
percent fat, fat free body mass, things |ike that.

Next .

Conti nui ng, you |l ook at different
vari ations and what we do with the work | oads.
That's kilipons, basically work | oad equi val ent.
We're | ooking at a maxi mal cycle test. Does the
sub- maxi mal test predict the maxi mal cycle test or
the maxi mal treadm || test better?

And finally, how does it conpare agai nst
the other wi dely used standard out there, the YMCA
sub- maxi mal test?

Next .

Briefly, the results. ['Il spend a m nute

on this. Mles, females, and we're | ooking at the
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first sub-maxi mal cycle test. The second, third
sub- maxi mal test conpared to the gold standard, the
treadm || test and let's just concentrate on this
col um.

For men what we found as a popul ati on, that
t he sub-nmaxi mal cycle ergonetry underesti mated on
average by about two mlIligrams per kil ogram per
m nute of VO2 max. The correlation coefficient was
about .85 with the treadm |Il. Standard error of
about 5 to 7, 6.7 right here.

Among the females it was just the converse.

It overestimated femal es by about the sanme anmopunt,

2.2. Correlation coefficient about the sane,
slightly different, slightly | ower standard error.
But again, the nunbers upon which this is
cal cul ated, nmen and wonen have different VO2 max's
for the same age so you'd expect it to be smaller as
wel | .

Next .

If we look at for nmen and wonen versus the
YMCA test, okay, what we basically found is that
conpared to the YMCA, conpare your baseline versus
the YMCA, we basically see that for nen, basically

the nmean difference between the Air Force test
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versus the YMCA test, that the Air Force test was
closer to the mark and that the correlation was
consi derably better, .86 verus .63.

Anong wonen, it appeared to be equival ent
or perhaps slightly a little bit better, the YMCA
The nunmbers were a little different, but a marked

difference in the Air Force, particularly anong the

men.

Next .

VO CE: What's the normal range that you're
pl us?

LI EUTENANT COLONEL PARKI NSON: Ckay, |
didn't have that slide in here, but basically -- 1'd

have to dig it out quick to see what the mean was in
t his popul ation, but basically for men we're talking
about in the orders of 38, 40 or so. | think for
wormren it's on the order of about high 20s, | ow 30s,
that type of thing.

So the percent, when they | ook at the
percent standard error, that's basically how you can
calculate it. The percent standard error in nost of
these is about ten to fifteen percent for your
standard error.

But also we wanted to | ook at subgroups and
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it's very inportant. As many of you know, when you
| ook across at a correlation coefficient across an
entire popul ation, that what you really do is you
underestimate the variability at the extrenes.

And so it's very inportant for this test,
particularly froma policy standpoint, to see what
we're doing with the low fit and the high fit
individuals. And in the low fit individuals, okay,
t hose are people that we're calling Categories 1, 2
and 3 and I'Il get to that in a m nute.

VWhat we find is that the mean difference,
that for nmen, it underestimated by as nmuch as 5 to 6
the mls per K per mnute and the correl ation
coefficient dropped, whereas in the high fit it
predicted quite well.

Fol | owi ng sli de.

And follow ng along -- next slide -- and
just as we saw before with the females, the sane
converse difference was seen anong females. That is
anong the low fit females they predicted relatively
well, that is the mean difference was only two off,
wher eas anong the high fit femal es we were
significantly over predicting the high fit femal es.

So to sunmmarize, what we were doing is kind
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of systematically, but slightly, underestimting VO2
max anmong mal es and overesti mating VO2 max anong
femal es. And those effects were greatest anong | ow
fit mal es respectively and high fit females.

Next slide.

By addi ng certain other variables and I
won't go into all of these, we could increase
slightly the correlation coefficient with little or
no effect on the standard error of the test.

The question becane progranmatically this
is interesting because it's retrospectively done on
t he popul ati on we just studied, but to add these
vari ables at this date w thout doing another
val idation test, we would be using an invalid or an
i nval i dated equation prospectively on the Air Force
popul ation, so this is an area for future study.

Next sli de.

The other issue is sensitivity and
specificity and this is treadm ||, the gold
standard, two by two table, this is the Air Force
sub- maxi mal cycle ergonetry test.

And for the purposes of our program we
call Category Level 3 as the cut point for what we

adm ni stratively consider to be fit or unfit in the
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Air Force. So of course the true positives and the
true negatives were interested in nost here.

And what we basically find as you do the
nunbers here, that the sensitivity of the test to
detect individuals below Category Level 3, is about
75 percent and the specificity of the test to detect
t hose individuals is about 96 percent.

Next .

Dr. Pollack's sunmaries, the summary of his
findings basically, the sub-maxi mal cycle ergonetry
test is a valid test for nales and fenmal es, ages 19
to 54 and a good estimtor of VO2 nax. As a matter
of fact, it's better than the YMCA protocol and nore
systematically studi ed and eval uated than the YMCA
ever was.

It relates with the treadm ||l VO2 nore
closely than cycle VO2 max. | did not show you that
data, but it is a better correlate of the gold
standard than of the sub-gold standard cycle
testing. The VO2 max estimator is inmproved with
slight variations of work | oad settings. The YMCA,
it's inadequate for males, it's probably okay for
femal es and it had 28 percent of invalid base tests.

Next sli de.
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|'"d like to comment on the invalid baseline
test. What that nmeans is that basically the work
| oad was turned up too quickly on the individual
such that when they were stressed with that work
| oad on the bike, they exceeded their maxi mal
al | owabl e heart rate. They went above the 75 to 80
percent that is allowable of their maxi mal heart
rate for the purposes of a sub-maxi mal test.

So when you retested those individuals, you
did fine, but initially when they tested, they
busted their maxi mal heart rate. The concern that
we have progranmmatically is in the field, in the
hands of |ess experienced testers, that those people
are being told, quote, you failed the test, you're
not fit.

It's a logistical problem it's an
educational problem but it's very significant in
terms of programcredibility and particularly
program enhancenent .

Can we nove to the overheads now?

Well, with that study in hand, we basically
convened -- there's a title slide, | believe, on
that. We convened for two days a half assed

backwards Air Force fitness program sem nar
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(Laughter.)

LI EUTENANT COLONEL PARKI NSON: It really
wasn't backwards, it was a forward | ooking project.

But what we did is we basically had a | ot of

information. We needed to pull together people from
both inside and outside the Air Force to say here's
where we're at 18 nonths, two years into this
program What can we do to make it state of the
art, what can we do to work out the bunps and
glitches and respond scientifically to the study
that we had just funded, to | ook at how t he protocol
di d?

And to that end -- next slide -- we invited
a wide variety of people fromthe Air Force,
i ncl udi ng peopl e who devel oped the test. The first
two were just bureaucratic functionaries, don't pay
attention to them Secondly, though, was partners
in Air Force Services.

Air Force Services is that aspect of the
Air Force that runs our Health and Well ness Centers.
There has been a decision that we are going to nove
to centralized ergonetry testing. That is, have a
central focus, a central place on base that is run

staf fed, equi pped and appropriately trained for
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individuals to do quality cycle ergonmetry
eval uati ons.

And t herefore, when you see SV, our
partners in the deploynent of this programare the
services conmunity, who are very interested in this
program Arnstrong Lab, of course, the fol ks who
devel oped and fine tuned the test, people fromthe
Pent agon involved in services, Dr. Pollack fromthe
University of Florida, Dr. Fletcher, who al so
serves, as | nentioned, on the American Heart
Associ ation Conmmttee on Exercise and their
standards testing, representatives as well fromtwo
of our major commands that are very vested in this
program AFMC and Air Mbility Conmmand.

Next .

And what we did is we | ooked under every
single rock to find every snake that we possibly
could with this program This is an outline -- |I'm
not going to cover all of these, but for tw days we
defined chal |l enges and problens in each one of these
areas and how could we inprove the adm nistration,

t he understandi ng, the science of the program as we
go to press with the instruction that will institute

this Air Force-w de.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

277

Next .

| al ready tal ked before about the
University of Florida's cycle ergonetry validation
st udy.

Next .

And their recommendati ons. That to nodify
the regression equation, to cross validate new
equations before fielding, don't just throw it out
there with new little quirks in the conputer
program and it changes sonmehow to decrease the
invalid tests.

Longer tinme at each work | oad can be
accommodated really only by changing the software
and a warm up period. What we were finding was if
the test started right away with individuals having
a heart rate monitor to work |oad, that many of them
had el evated heart rates just through the anxiety of
getting on the bike.

So the reconmmendation was to include a two
m nut e mandatory warm up phase at a very |ow | eve
of work, to accommodate sonme of the anxiety that
goes along with the testing.

Next .

The ot her question -- we had received
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numer ous questions. Well, gee, | read somewhere
that, you know, if | basically -- Mexican Anmericans
have a different relationship in ternms of their
exercise tolerance or that snoking vastly affects
your VO2 max. Medications, anxiety factors, and we
went bullet by bullet over these with Dr. Fletcher
and the panel.

And what we basically found is that yes,
wel |l some of these factors may have snmall effects on
sub- maxi mal heart rate values. That the biggest
single predictor by far and away is ones fitness
|l evel and ability to performcardio respiratory
endur ance type worKk.

And that therefore, we are devel oping a
consensus statenent on each one of these, reflecting
the state of the science, state of the art as it is
in 1994 and committing ourselves to doing sone
ongoi ng research where it appears to be indicated
fromlarge scale studies that have really not been
done yet. And two of those areas are probably in
the area of snmoking and perhaps in the area of race,
as well.

Next .

The testing protocol and al gorithm
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decreased the nunmber of invalid tests and inproved
the prediction. W basically accepted Dr. Pollack's
findings. W're going to | ook at prol onged work
load tinme periods in the next iteration of our

val idation study. We're incorporating the warm up
period now, imediately in directions to the field.

Next .

St andards and scoring. It was decided
early on that we would basically take the VO2 nmax
scores and put theminto categories. And
unfortunately, what has happened is we had nore
categories than we had roomfor the standard error
of the test. And it turns out that the categories
were narrower or equal to the standard error.

And what that did is it nmade us neasure the
precision of mllineters with a yard stick, such
that an individual could quite easily test a Level 4
one tinme and a Level 3 another tinme. And, as a
matter of fact, it was kind of likely, given the day
to day variation.

As | said to many people that I work wth,
it's alittle bit |ike saying you have high nornmal
bl ood pressure instead of saying your normal is --

your bl ood pressure nunber is 136 over 82. W've
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got to get back to giving people their absolutely
VO2 max scores and explain to them where that puts
themin the spectrum of people in the Air Force and
where it puts themin the categorization.

So what we wanted to do was change from six
categories to four in five year rather than ten year
age groupings. There's nothing automatically that
says that there's a precipitous drop in your VO2 nmax
fromthe age of 29 to 30. |It's a gradual process
that's physiologically true. Wy shouldn't we
reflect it that way in our tables? So we're going
to five year rather than ten year age groupi ngs.

Next .

To give you an exanple, under current and
revised, | don't need to go through this, but you
can just see that if individuals in one standard
error of their true value, under the current method
for man, can be anywhere froma Category 2 to
Cat egory 4, whereas under revised broader
categories, this is not rocket scientist, they'll
still be within Category 3.

What people take away fromthis program if
they tested Category 3 once and in Category 4 the

second time and they haven't changed their exercise
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regimen is this programis bunk. But in reality,
what we've done is we've created a fal se sense of
preci sion by too nmany categori es. So by going to
br oader categories, we'll be able to change that

m s- perception.

Next .

Dat a anal ysis and managenent. High |evel
interest, line interest, Chief-of-Staff interest on
how the Air Force fitness |levels are doing. W need
to upgrade our current software through ongoing
contracts that we have with the Arnmstrong Lab.

We're going to probably out source, we're not going
to do this.

We eventually want to get to the point
where we have an automated system that we work with
a private contractor just as we do conpetitive bids
with everything else that we do in the Air Force,
and what we want to do is synchronize our software
changes with reporting periods for ease of
transition at the base |evel.

This could becone an onerous task if you've
got one set of software that says one set of
categories, but yet the Mlitary Public Health

Officer or our fitness coordinators have got to go
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over to another table and | ook up what it really is
under the revised categories and then report it out
manual |y for 430,000 active duty troops.

So we need to make sure that we go | ock-
stepped to make it easy for our people at base | evel
to adm nister this program

Next .

To that end, what we're going to do is
we're providing better questions, better software
support. |I'm stuck on screen Nunber 3. How can
get off that or this person has a question about,
you know, why does the work |oad go from X to Y.

We have a contract devel oped, people to do
that, along with folks from Arnstrong Laboratory and
Col onel Wight's shop. W're devel oping an RFP for
the next iteration of inprovenent in the algorithm
possi bly | ooking at logarithm c transformation of
the equation, which is probably the easiest thing we
can do to increase the predictability of that
particul ar equati on.

And | already nentioned the bl anket
purchase agreenment long term W imediately --
next slide -- we briefed General Sloan on this about

two weeks ago. He authorized $135,000 for the
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i medi at e upgrade of the software, which we will put
on the street beginning in January, '95.

At that tine we will have incorporated the
warm up period. We will have incorporated the new
way of reporting scores, so that individuals know
their nunber. We can even use the sane sl ogan that
t he NCEP used for cholesterol, know your nunber.

And during that time period, we will also
start a massive educational canpaign revising all of
our materials, doing interviews with fol ks such from
Air Force Tinmes and things |ike that.

Next slide.

Training and education, we've already
revised our basic course. W want to basically go
t hrough standard certification nethods, the Anerican
Col | ege of Sports Medicine. Colonel Jim Dale, our
Chi ef of Health Pronotion, has been working closely
with people fromservices to get people who will be
working with and runni ng those Health and Wel | ness
Centers, to have state of the art tickets so that
they are really up to speed on what a Health and
Wel | ness Center should do and how we do fitness
testing appropriately.

A resource manual is going to be devel oped
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and conpletely revised with chapters in it for the
Commander, for the nedical officer who's the nedical
consultant. If any of you are like nme, in nmedical
school | didn't |learn anything about VO2 max. |
didn't even know what it was and yet in many of our
bases, it's the physician, the famly doctor, the
flight surgeon, the internist who's the tie breaker.

And we need to do a better job of informng
t hem about the tests, how it works and what they
shoul d know about it. We need to devel op nore
people at the MAJCOM | evel s who beconme resources
within their own conmands.

We have many people in the aerospace
physi ol ogy community who are physi ol ogi sts by
training who are interested in this program W
shoul d be able to use their expertise and autonate
the system Right now, it's a very tester dependent
system We want to make it as nmuch of a bl ack box
as possible. W think we can do that and given the
right equation, I think we wll.

Next .

Conclusions. Dr. Pollack has said
basically the Air Force has the best, npbst validated

prot ocol for sub-maximl cycle ergonmetry testing in
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exi stence. |It's nmuch better than the YMCA for our
popul ation and it's been nore thoroughly studied
t han any one around.

There was a brief to General Sloan and
General Sloan, with the exception of one or two
smal | itenms which do not appear in this briefing,
endorsed the entire recommendati ons of the summt
meeting. | think he was confident that represented
t he best mnds that we had for two solid days of
work to cone up with what is a proactive and we fee
a very successful program

We need a |l ot of education and we're going
to continue to do that. Part of that education
involves a joint letter going out to all of our
services people and the Surgeon Generals comunity
that will summarize nost of what |I've told you here
t oday.

So I'll end on that note and |I'm not sure
where we stand with tinme, Dr. Kuller, but if you'd
like to take questions, | wll.

DR. KULLER: Are there questions?

| have one question which is related to
your -- partially to your last two presentations,

but maybe again, it confuses ne and may be a little
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bit of an update.

A coupl e of neetings back, maybe two or
three neetings back and in some tinme that | spent
with -- Bill Harlan and | spent in Washi ngton, there
was a big concern about exercise testing, exercise
prograns in the mlitary and the problemthat they
weren't predicting the risk of dropping dead while
you were exercising. And this was of some concern
in the mlitary because of the high proportion of
peopl e dying suddenly from heart di sease were doing
it during exercise.

How does the two program -- your program
and the previous discussion relate to the nonitoring
of the predictability of these tests in ternms of
potential adverse effects of vigorous exercise,
especially when you're tal king again about cigarette
snoki ng, overwei ght individuals, individuals with
hypertensi on, et cetera?

LI EUTENANT COLONEL PARKI NSON:  Well, your
| ater comment is probably nost relevant and that is
that this program of course, does not operate in
i solation fromother health pronotion efforts and
certainly all of those other prograns are ongoi ng

and conplinmentary to this.
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| think it's very fair to say that both
Congress and GAO have been interested in the whole
i ssue of physical standards, in deployability, in
fitness testing and in fitness testing rel ated
deaths in the | ast year.

And even as we speak now, the DOD directive
on fitness is being drafted yet again, that would
basically be the unbrella for all the services
policies. | can tell you from our experience that
we have identified deaths associated with the
maxi mal stress run.

The Navy has identified those types of
deat hs nore systematically than we have perhaps, but
in that general sense, | can tell you that this is
probably right. This type of programis going in
the right direction for both reasons, both because
it's safer and al so because it's nore quantifiable.

So for that reason, we can go back now a
year from now or |ast year and |I can show you what
proportion of individuals in the Air Force net the
standard versus neeting it now

Finally, the purpose of the whol e program
is participation in a regular aerobic exercise

program and for that reason, we found that this
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programthat gives people a nmarker, it gives them
sonet hing that they can neasure thensel ves agai nst
and prove over time, that that does that.

Gener al Hof f man.

GENERAL HOFFMAN: The ot her program before,
the running, which is where people die, was a thing
where someone woul d not exercise and snoke,
overwei ght, no exercise and they' d get out there on
a hot day and say | can do it, | can do it, and
they'd run until they die.

The bicycle ride is a sub-nmaxi mal test that
in fact as soon as your heart rate really starts to
accelerate, the test is over, and you cannot sort of
go out and gut it out. It really is a reflection of
your physical condition when you go to take the
test. It's sonething you can't just get ready for
in a day.

So it is a better reflection and it is
medically, it is much, nmuch, nuch, nuch safer than
the other tests.

DR. FLETCHER: Fletcher. Let nme expand a
bit on that nmaybe. The test being done in the Air
Force nowis really to assess a |level condition,

it's not to really diagnose di sease or to | ook for
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t hings that m ght predict sudden cardi ac deat h.

| think in that setting is the famly
hi story, the over wei ghtness, the snoking, other
risk factors an individual has who takes this test,
but I think the test is safe beyond the shadow of a
doubt conpared to the know edge | have of other
testing and other ways this was done in the past
where we were very concerned that many others have
died fromthis.

So |l think it's a different type of test,
but a very, | think, scientific type thing. The
warm up period, |I think will help. Many of these
i ndi viduals are, as | understand their enpotion and
perhaps their salary and their job, are somewhat
confused by this test and they were quite worried
about it.

Alittle warmup period of a coupl e of
m nutes will have the tinme for reversing and
settling down and perhaps the tester to give sone
instructions about the test and give a nmuch nore
scientific, very accurate estimtion of the VQOR2.

DR. KULLER: | think nmy question is a
little bit different perhaps. That was that the

concern, at least as | renenber and actually was
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brought to the Board, was the fact that people who
had the tests were then being cleared for rather
very vigorous exercise and there seenmed to be a poor
correlati on between, as you just pointed out,

bet ween what you could do in terms of your fitness,
and the probability that doing strenuous exercise

m ght cause a l|lethal arrhythm a.

And |I'm not saying that you shouldn't do
the fitness. What |'m suggesting is, it seenms to ne
that it's very inportant to continue that
surveil l ance because one of the recomendati ons was
made, is to | ook at that surveillance in
relationship to a variety of health behaviors, but
certainly to reduce the problem

Because nuch |ike we've heard about the
probl em of suicide, when we | ooked at the original
data the rates of sudden cardiac events were not
terribly different than in the civilian popul ati on,
which is totally unstressed in the sense of being
not physically fit, but the rates were fairly high
and a fair nunber of these were related to vigorous
physi cal activity. Not so much the exercise
testing, but the fact that the predictability of the

fitness testing to identify people at risk may not

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

291

be as good as people think and that there was a

fal se sense of security being developed in a sense
that since | did well on the fitness test, | can

t hen basically, as you just pointed out, | can then
go out and take off until | drop and coll apse.

Now, | don't know whether that's true or
not .

GENERAL HOFFMAN: | think that that's a
valid concern and to address that concern, one of
the things we tried to do is we're putting together
Heal th and Wellness Centers on each of our bases
that will oversee the fitness testing. There wll
be an exercise physiologist there.

It will be one stop shopping for fitness
and health pronotion and part of the protocol of
being tested will be an exercise prescription about
the appropriate |evel of exercise in the future, to
gi ve people a nore realistic appraisal of what they

ought to be doi ng based on what they've done.

DR. KULLER: | would just encourage, again,
devel opi ng your surveillance. |It's very easy to do
and it's very unlike our other problems. It's very

easy to find these people because they don't nove

very nmuch after the event. So in reality, you can
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essentially nmonitor this fairly closely in all of
t he services.

And | think relating this back to that
fitness test, there are other risk factors and
especially in relationship to the activity at the
time of the event is rather critical to nmake certain

that you're maxi m zing the benefit of this program

And also, it may be very reinforcing to the
sense of defining what individuals need to be into
your health pronotion prevention programin a big
way .

LI EUTENANT COLONEL PARKI NSON: The ot her
comment | wanted to make, responding to Dr.

Fl etcher's coment concerning anxi ety and what we'l|l
call adm nistrative sanctions for people who don't
neet the Air Force standard.

We have gone, in the Surgeon General's
O fice, General Sloan particularly, we have gone out
of our way to make sure, working with the people in
our personnel comunity, that the standard
essentially of the Air Force is participation in a
regul ar aerobi c exercise program

We have put in considerable |anguage in the
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instructions of this programthat allows the
commander to very, very broad | abor authority for
t hat individual who at six nonths or even a year
| ater, for whatever reason, does not neet Category
Level 3, but if he remains participating in an
ongoing, i.e., three to five times a week of aerobic
exercise and basically can be shown to do that, that
t hat commander has the authority and indeed is
encouraged to give that.

Finally, the commander with the npst anmpunt
of experience, and that's General Yates in AFMC, has
decreed that no adm nistrative actions will be taken

agai nst anyone in his conmand, unless it's on that

one clause of -- that one reason, they are unable or
unwilling to participate in a regular aerobic
exerci se.

And if they're unable to participate in
regul ar aerobic exercise, they have another nedi cal
condition which would require nedical evaluation and
t he usual nedical evaluation and waiver process,

MEB, for exanple, evaluation board that we woul d
have had them undergo, but that's an educati onal
process that we have to continue to work on.

Thank you.
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DR. KULLER: Yeah, Russ has one.

DR. LUEPKER: Yeah, | just wanted to foll ow
up. You said, Lou, sone of the basic things |I was
going to say. Not everybody who di es suddenly
during vigorous physical activity has not exercised
for the last ten years. Many well conditioned
peopl e die during this.

And | think the opportunity you have
potentially, while not using this screening test, is
to go back and to have those data and see if you can
relate that exercise, controlled exercise, as to
sone of these people, because | wasn't here two
years ago, but we see nore reports of healthy people
that are running five, ten mles a day dropping dead
and we need to | earn nore about that.

LI EUTENANT COLONEL PARKI NSON: I m ght
just say parenthetically, we're finding just the
converse actually to be kind of true. And that is
we' ve identified several individuals who canme to
medi cal attention because they performed poorly on
sone maxi mal cycle ergonmetry and subsequent nedi cal
eval uati ons denonstrated underlying nedical
conditions that we would not have detected by having

themrun around a track, so it works both ways.
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And you're right, we need to collect better
data on both of them

DR. KULLER: Ckay. Any other questions?

Thank you very nuch, that was very good.

We're now going to nove on to another topic
and this is an Investigation of Reported Birth
Defects at Robins Air Force Base, CGeorgia, by Dr.
Robbins, so it's your Air Force Base, | presune.

CAPTAI N ROBBINS: Actually, the base is R
0-b-i-n-s and ny nane has two Bs. | can't claimthe
base is nanmed after ne.

DR. KULLER: The Air Force Base only has
one B?

CAPTAI N ROBBINS: That's right.

DR. KULLER: We'll change that.

CAPTAI N ROBBINS: Can | have the first
slide, please.

Col onel Wi ght, our Division Chief, was
saying that all of us at this new organization are
wearing two hats, so in ny two talks, ny first talk
I"mlisted here as Preventive Medicine Consultant in
the Epi-Services Branch. In the next talk I'm an
epi dem ol ogi st and an officer, so two hem spheres of

my brain, | guess.
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Okay. This first talk, | just want to
briefly share with you the results of an

i nvestigation that we were called to do down in

Ceor gi a.

Next slide, please.

We did this investigation on the 11th
t hrough the 15th of April. W were asked to

i nvestigate a possible cluster of poor reproductive
outcomes in the 52nd Conmbat Conmuni cati ons Squadron
at Robbins Air Force Base, Georgia.

And just a little background, Robbins is
one of the bases in Air Force Materiel Command that
is a-- they have a big logistics facility there and
this particular unit, alnost everybody in the unit
had spent at |least sone tinme in the Persian Gulf in
the recent past, just because of the nature of the
wor k that they do.

Mysel f, Majors Susan Mtchell, Russel
Eggert from Brooks went. We were handi capped al
along in that it was difficult to get sone of the
information that we needed. We had to use nultiple
tactics, sonmetines even having to tel ephone sone of
the patients to get things. We got sone

informati on out of the nedical records.
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The | abor and delivery log fromthe
hospi tal was very helpful. W also made use of a
data base run by HA called RCMAS and | won't go into
what that stands for, but it was very hel pful
especially in getting informati on about CHAMPUS and
what's cal | ed suppl enental care.

Next slide, please.

The 52nd CCS was the squadron that initial
went to their conmander with these concerns. They
are one of four conbat conmmuni cati ons squadrons
wi t hin what was known as the 5th Conbat
Conmmuni cations Group, which | couldn't quite figure
out why, but it's called the 5th MOB, and the 52nd
CCS approached their conmander who then approached
us with information about five quote, unquote,
pregnanci es that had occurred in 52nd CCS personnel
or their spouses, within the previous sixteen
nont hs.

And this is what they told us and also this
information was in the | ocal newspaper. Just in
this form Babies nerves didn't develop in the
intestines, a premature birth. W were told eight
nmont hs gestation. A fetus with posterial urethral

val ve syndrome, a fetus with polycystic kidneys and
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a fetus with -- we were just told | ow hornone | evels
and that the baby was anencephalic.

Next slide, please.

So the 52nd CCS was -- the questions they
had, do we have a high rate of problens? Cbviously,
it's a fairly small wunit and they were talking
anongst thenselves, they were specul ating on causes.

Per haps the type of work environnment that they
have, they work wi th conmuni cations equi pnment, w de
band radi o frequency equi pment.

Thi s base apparently had a history of sone
toxic wastes and, as | say, alnost all of these
peopl e had been in the Gulf recently. 1In three
cases out of these five, the nenber or the spouse
had depl oyed and in two cases, there wasn't any
hi story of depl oynent.

And then also, as | said, this information
had come out in its raw formin the | ocal newspaper
and was generating a lot of attention.

Next slide, please.

So when we heard about this, we wanted to
get detailed information on the cases, of course.
Anot her unit at Brooks was -- had a work site

i nvestigation underway, |looking at it from an
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occupati onal nedicine point of view.

We wanted to | ook, not only at this unit,
but the other four communications squadrons in the
MOB, since they had basically, essentially very
simlar work place and depl oynent history, we wanted
to look at the rest of the base and we al so wanted
to see, to conpare what we found to national rates.

And on the basis of really epidem ol ogic
consi derations, we decided to restrict our study
popul ation to active duty personnel or their
spouses, where one of those two was assigned to
Robbi ns with a known pregnancy outcone between 1
January, '92 and 30 March, '94.

I n other words, this base being where it
was, it was close to sone other mlitary facilities.
Sonetimes what woul d happen is a woman m ght give

birth at the base and say her child m ght have a
problem but in fact she was a dependent wi fe of an
active duty Navy and it's just that her nother
happened to live there in that town and the husband
was off at sea, so she just went to the hospital and
delivered, and really, no possible etiologic
relationship to the base, so we excl uded those

peopl e.
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Next slide, please.

So the first step was to try to get
i nformati on about the cases and this was quite
i nteresting because things were not really what they
had -- at |east they weren't what they were in the
newspaper. The first case with the intestinal
probl emturned out to be a case of Hirschsprung's
syndr one.

The second case where there was a premature
delivery, it was at eight nonths and ei ght nonth
gestation, it was an enmergency C-section because the
mot her had devel oped pregnancy i nduced hypertension.

We talked with the parents and the baby was fine.
They couldn't really understand why we were even
calling them They nentioned sonething about the
baby having a mlk allergy or sonething.

Case Nunber 3, this was a docunented case
of a very severe congenital, nultiple congenital
anomal y, posterior urethral valve syndrone with
Potter's sequence and a very unfortunate situation.

Case Nunber 4 turned out to be a classic
case of infantile polycystic kidney disease, which
is a well known autosomal recessive disorder, a

genetic disease and the parents were aware after
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this that they had approxi mately 25 percent chance
with each pregnancy. And, you know, any birth

def ects expert worth their weight in salt, will tell
you there's just no possible etiologic relationship
bet ween a genetic disease like this and going to the
Gul f or anywhere el se, working at Robbins or

what ever .

Case Nunber 5, this anencephalic case, it
turned out that there was a false lab result on the
AFB, al pha fetoprotein and -- because the nother's
dates were poor and that in fact, when they got her
dates right, they found that the AFP | evel was
totally appropriate and had done several ultrasounds
and they were all normal, so you know, the newspaper
reported this as a case of anencephalic baby and it
was a totally normally pregnancy.

So in the end, we were left out of these
five, with only two cases that were what you woul d
call unexpected or unexpl ained. Again, as an
epi dem ol ogist, to nme the third page, the infantile
pol ycystic kidney disease, | just think there's no
pl ausi bl e etiologic relationship, but -- so any way

Next slide, please.
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That was interesting. The other unit at
Brooks that was | ooking at the work site from an
occupati onal point of view, this was the main
conclusions of their report. They also worked with
the | ocal bio-environmental engineers.

They said exposures to work place chem cals
and radi o frequency radiation all well bel ow
establ i shed thresholds and standards and besi des,
they said, radio frequency radiation is not known to
be teratogenic, except possibly at very high |levels
and they were saying that you basically had to cook
a pregnant wonen in order to cause birth defects
with radio frequency they were working wth.

Next slide, please.

Ckay, so here's the first -- this is
| ooki ng at on and off base. We were able to get
information as far as pregnancy outcomes on 555
pregnancies during that time period that | told you
about. You'll see in the following slide the grand
total is going to be a little smaller, because we
weren't able to get information on the unit that the
peopl e were assigned to for all 555, but as far as
just the base as a whol e.

And 94.2 percent of the pregnancies were
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classified as a normal birth and .5 percent had a
maj or mal formati on and 5.2 percent had some kind of
pregnancy | oss, spontaneous abortion, m ssed
abortion and fetal dem se. So the base as a whol e,
one can easily see, does not appear to have any sort
of gross probl em

Next slide, please.

Now, the real question had to do with unit
of assignment and what we did was, we took everybody
that was in one of the four conmbat communications
squadrons and/ or the support for the 5th MOB and
| unped them all together in one group, since they're
all basically doing the sanme thing, and conpared
themto everybody el se on the base.

And dependi ng on whet her you include or
excl ude that one case of polycystic kidney di sease
and as an epidem ol ogi st, again, my strong
contention is that it should be excluded, but either
way, |'ve presented it here both ways, the
probability of having a poor outcone, if you're in
t hat group, was either 8.3 percent or 7.4 percent.

Agai n, the poor pregnancy being a
mal f or mati on, spont aneous abortion, a m ssed

abortion or fetal demse. And if you were assigned
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anywhere el se on the base it was 6.5 percent.

Agai n, you know, extrenely simlar and we
had 465 people here, sinple Chi square test on this
two by two table is very, very far from zero and
agai n, people could say well, the power, you know,
but this was all the information we could get.

We worked with what we had.

And again, | don't know, sonebody |ike Ken
Rot hman woul d say, you know, P values is not the
i mportant thing any way, it's conparing the nunbers
and so | think the nunbers speak for thensel ves.

Next slide, please.

So if we break this out, if we again take
the 5th MOB, the 51st through 54th Conbat Support
Squadrons, that group's rate for major nmalformations
was 3.1 percent, their rate for m scarriage was 5.2
percent .

In the other units on base, we didn't find
any major malformations and the m scarriage rate was
6.5 percent. So the group was correct, their
initial concern, that they had major mal formations
in their group and nobody el se on base did. They
were correct. They had two and nobody el se on base
di d.
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However, their rate, as you see in the next
slide -- next slide, please. The problem was that
their rates were no different than what would be
expected in the general population, so | think again
-- we tried to do it two different ways.

One was are they different from other
peopl e on base, but again the ultimate bottomline
is, is this sonething that woul d be unexpected? |
t hi nk both questions are inportant.

U. S. national rates, we talked to experts
at the CDC and this was what they gave us, major
mal f ormati ons you'd expect about three percent and
sone people say up to six. We went with the
conservative nunber.

M nor mal formations, which we didn't see
any, three to four percent. Premature deliveries,
anywhere fromfive to ten percent. As | say, we had
one. | didn't calculate a rate for that. And
m scarri ages, anywhere fromten to twenty percent
and we're | ooking at five, six, seven percent here
in this study.

Next slide, please.

So our conclusions, these data do not

support an associ ati on between unit of assignnent
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and ri sk of poor pregnancy outconme at Robbins Air
Force Base. These data do not indicate that rates
for mal formati ons or m scarriages are unusually high
within units or base-w de and that essentially these
two unexpl ai ned bad pregnancy outcones in the 52nd
CCS were a random clustering of events, not anything
i nconsi stent with national figures.

s there any -- one nore slide? Ckay, next
slide.

We consulted with CDC teratol ogy experts.
They agreed with our analysis and their assessnent
was a no true cluster, | nmean in the etiologic
sense, exists. A simlar study of Gulf War veterans
which was -- prelimnary results were presented at
the NIH Persian Gulf neeting recently found
basically the same thing, there was no increased
ri sk of poor reproductive outconmes in the
M ssi ssi ppi Guar dsnmen.

We went back to the newspaper and said hey,
you've got it wong. Here's the true information
and we educated them and they were very responsive.

They i mredi ately published a new article, which we
checked for factual correctness and was quite

accur at e.
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And we gave reconmmendation to the base for
ongoi ng surveillance of reproductive outconmes versus
unit of assignnment, just because it was such a
horrendous pain trying to get all this data post
hoc, and we though if this was going to continue to
be a question, that they should set up a
surveill ance system

Thank you. 1'Il take any questions on this
before | give the next talk. Yes.

DR. ASCHER: M ke Ascher. One of the
problens like this that's been beat to death is the
i ssue of clusters of cancer and various things, and
birth defects.

Some of our people in California --

VOCE: It's hard to hear you back here.

DR. ASCHER: |I'msorry. One of the things
that's been beat to death is |ooking for these
clusters or pseudo-clusters in cancer and birth
def ects, and the people in California that work on
this have sort of |ooked at it a different way,
which is kind of fun to think about.

And that is if you have a known rate for
sonet hing, for a whol e popul ation, and then you have

a sanmple size of whatever you have, what is the
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expected frequency of an event of a certain size.

I n other words, what is the range of normal percents
t hat you woul d have and in many cases, based on that
di stribution, you don't need the case control study.

Because what it is saying is, if the actual
rate is sonmething that is higher than you woul d
expect, then this should not be the only one. You
shoul d expect |ots of clusters.

So in other words, as used in the EMF
studies, the electro-magnetic field studies, the
prototype school in California that had t hese
cancers, the issue was if this was the rate of
increased risk of this phenonenon, what was the
probability of finding -- how many schools woul d
there be in California that had the same or higher
risk?

And it turned out there should have been a
hundred. And so you can cal cul ate backwards and
say, if you found the tail and there are no other
ones, you know you found the tail. So |I nmean that's
the logic and it's sort of an interesting way to
t hi nk about these data and so you just do it
backwar ds.

CAPTAI N ROBBINS: One of the things that we
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found, we went in and we wanted to neet with the
people fromthe squadron, so we asked the First

Sergeant's fromthe squads to come and we spoke

directly with them

And one of the things we were trying to
conmuni cate, which was sort of a concept that they
hadn't thought about was that these things are not
totally unexpected. It seenmed strange to them when
it happened, but we were trying to explain to them
the concept that, you know, you expect sone of these
things to happen at a certain rate.

And after we explained that, it was very
hel pful for them they were able to grasp, they were
able to grasp that concept.

Any ot her questions?

DR. ENGLEY: Were the two cases associ ated
with Gulf Syndrone?

CAPTAI N ROBBI NS: Can you pull out that
slide that has what the five cases were? | want to
make sure | recall the right thing here.

Three of the cases, there was a history --
okay, Case Nunber 1, the docunented Hirschsprung's
syndrone, that one the woman herself who had the

baby, she deployed to the Gulf.
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The second case with the premature birth,
t he husband depl oyed.

The third case, the husband depl oyed.

Case Nunber 1 and Case Nunber 3 are the
ones that I'"'mcalling real cases and in both of
those the -- Case Nunber 1 the nenber depl oyed, Case
Nunber 3 the husband depl oyed, so the answer to your
guestion, yes, there was deploynent in those cases.

OCkay, if there's no nore questions on that,
"1l nove on to ny other hat.

| think this is sort of the kind of thing
that we're trying to do at OPHSA in this talk. What
| want to do is walk you through sort of a Health
Servi ces approach to a screeni ng program which has
been i npl enmented t hroughout all of the services to
| ook for blood | ead poisoning in children.

Next slide, please.

Just a little background on this. This
program was nmandat ed by Congress in response to the
CDC s 1991 publication Preventing Lead Poi soning in
Young Children, which we affectionately call the
Green Book and you probably have all seen it.

They just picked a couple of quotes here

fromthat publication in which they stated chil dhood
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| ead poisoning is one of the nost pediatric health
problems in the U S. today, and the goal which they
| aid out, was to reduce children's blood |evels

bel ow 10 m crogranms per dl and, as you all renmenber,
that was revised downward quite a bit fromthe
previous action | evel which had been 25 for a while.

They -- as far as how to acconplish this,
their recomendati on was for universal screening and
agai n, here the quote.

"Uni versal screening is recommended, except
in communities where | arge nunbers or percentages of
children have been screened and found not to have
| ead poi soning."”

Now, in the Air Force it was not the case
at the beginning of this programthat |arge nunbers
of children had been screened, so one could not say
whet her we did or did not have a problem at the
begi nning of this program So therefore, the
program was i npl enent ed.

Next slide, please.

The 2nd of April, 1993, the Surgeon Ceneral
of the Air Force sent out a policy letter and in
which it was stated that there would be, universal

screening at the world child visit at age 1 and that
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there woul d be targeted screening, in other words,
by the use of a questionnaire. And if the parent
answered yes to any one of several questions on the
questionnaire, then the child would get the test.

And this was basically because sone
children were going to be seen after the age of 1
and they wanted to try to catch them up through age
6. The bases were given the option of either
testing all available children, all eligible
children, or they could test 20 percent per year and
phase it in until they were testing a hundred
percent .

That was in April and then in the summer of
1993, | began to receive the first data fromthe
bases, the Air Force Bases.

Next slide, please.

In the first reporting -- the idea was that
this was supposed to be a quarterly reporting, but
of course in the beginning of the programwe had to
kind of get everybody in sync and it turned out that
sone bases had anticipated this and had al ready
started doing sonme testing in cal endar year '92.

And so what we did was, we told all the

bases, everything you have up through the end of
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fiscal year 1993, send that to us and we'll call
that the first reporting period. So sonme of the
bases started when the policy letter cane in Apri
and sone of them had gone n Novenmber of '92 they
were testing. And then after that, we went to
quarterly testing.

Next slide, please.

| know this is kind of busy here. The
bottomline was that during the -- let's see here.
This is -- this one is out of order. You need to
find one where it says up through 30 Septenber, '93.

Sonmehow | got them m xed up.

There's a series of three of these slides
containing a | ot of data for the three reporting
peri ods. Okay, here we go.

So this is the first reporting period.
There was a total of 13,401 children tested and
there was a total of 171 children that had |evels
t hat woul d be considered positive, greater than 10,
for a positivity rate of 1.28 percent.

And as you can see here, the great mpjority
of the positives were in this 10 to 19 range, wth
only eighteen out of this 13,000 bei ng above 20, and

the | evel s above 20 which will require nedica
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attention. 1In other words, a physician has to
evaluate the child at that point.

Ckay, next slide, please.

We had a major problemw th the first
reporting problem which wasn't anticipated, but we
had to deal with it. Some of the bases were
confused about which test to report. The policy
letter said that they were allowed to use a
capillary finger stick as an initial test if it was
confirmed.

And the idea that the witers of the letter
had was, of course, that even if nore than one test
was done, that it should all be considered to be one
case and be reported as one elevated |evel, but sone
bases were reporting that they did a capillary stick
and that was el evated and maybe they did another
capillary stick and then finally they did a venous
test and they'd report all three, so you may have
one kid, but there's three positives com ng out of
t hat one case.

So the inplication is that this 1.28
percent, as lowas it is, is probably an over-
esti mat e.

Next slide, please.
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So the second reporting period, the | ast
gquarter of cal endar year '93, guidance had been
i ssued fromthe Surgeon General's Ofice to report
only venous test results.

Next sli de.

And this tinme around, we had a smaller
nunber of totals because this is a nmore -- this is
just a three nmonth period and it doesn't extend
back. And 7,339 children tested during this period.

98 positives for a positivity rate of 1.34 percent.

So even though we had given gui dance on
this, the nunber was actually slightly higher and
agai n, the vast nunbers of positives are in this 10
to 19 range with a fewin the 20 to 44 and not hi ng
ever higher than that.

And npost of the -- a pattern that you nay
observe here is that nost of the positives are off
base, which has inplications for trying to do
sonet hi ng about it.

Next slide, please.

Now, we identified another problem | felt
like I was kind of a fly in the ointment because |
kept calling up to Washi ngton and sayi ng oh, can we

send out a letter about this too?
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Here's anot her problem Kids that were
identified in the first reporting period, of course,
were receiving follow up tests, which they shoul d.
But bases were reporting these elevations as if they
were the same thing as a newmy identified test.

So it sort of -- there was a group that was
ki nd of being perpetuated through all the reporting
peri ods and being added to whatever new cases cane
al ong. So you were sort of getting this rate
inflation, which neant that this 1.34 percent in
this period was al so probably an overesti nate.

And it caused people to see that tracking
sonething like this positivity rate, as it was being
used, was going to be very difficult. If the nunber
went up, one would have a very hard tinme know ng
why, what that meant.

Next sl i de.

So the guidance was issued to report only

test results fromnew cases in each reporting

peri od.

Ckay, next slide, please.

So the third reporting period that went for
the first three nonths of this year, | believe these

nunbers as an epidem ol ogist, and we did 6,874
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tests, 62 positives for a positivity rate of .9
percent .

Now, some of you may be famliar with some
of the nunbers that were in the G een Book, talKking
about testing being done in Baltinmore and Chi cago
and | nmean sonme of these nunmbers -- | hear them on
t he radi o too. " mdriving down the road and
hear, you know, the Environnmental Protection Agency

has determ ned that one out of every six children is

| ead poi soned. Wel |, that depends on where you
are and in the Air Force, it isn't true. .9
percent, | think, is probably good. 1It's not 20

percent or 30 percent.

Next slide, please.

So | think this is the only one of the
three reporting periods wi thout overestimating bias.

| think it gives a good answer to the Public Health

guestion, how serious is the problem of | ead
poi soning in Air Force dependent children.

And the answer is about .9 percent of Air
Force children have bl ood | evels above 10. It's a
very | ow positivity rate and it is markedly bel ow
civilian findings.

And | think what's even nore striking about
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this extrenely | ow positivity rate is how nmany of
the bases that -- again, this program was nmandat ed
on them but how many of these bases are doing this
test quarter after quarter and yet are finding no
positive tests?

And of the data fromthe third reporting
peri od, 89 bases reporting worldw de, 63 percent of
the basis did not even have one elevated result.

And of the bases that did, over half of them had
only one elevation. And we have one base, you know,
at the extrenmes that had 7.

Next slide, please.

Just | ook at sone policy inplications,
since that's sort of what we're trying to do at
OPHSA, go a little bit beyond just the surveill ance.

Let's say that it costs $17 to do a test. The cost
of the 27,614 tests done to date is $469, 438, so the
cost for one positive test is al most $1, 500.

Now, that may seem you know, |like a |ot of
money, but these costs are nothing conpared to a
civil engineering program which is called the Lead
Based Paint Program And just during four nonths of
1993, the cost for the Air Force to run this | ead

based paint program was over $13 mllion, just
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during a four nonth period.

And keep in mnd that only structures that
are on Air Force Bases are inpacted by this, so |
went back and | | ooked at, you know, where | said we
have .9 percent positivity overall, and over two
thirds of those very small nunmber of positives were
of f base. So $13.6 mllion being spent for a
program whi ch, froma Public Health point of view,
can have very, very, very small inpact.

Next slide, please.

So | want to go back to the CDC s ori ginal
words and once again, they said:

"Uni versal screening is recommended, except
in communities where | arge nunbers or percentages of
children have been screened and found not to have
| ead poi soning."”

And the Surgeon General's Ofice asked us
to look at this program evaluate it and we wote a
technical report and in our technical report from
OPHSA, we said the Air Force is certainly an exanple
of such a community.

So our main recomendati on was to request
t he Assistant Secretary of Defense in Health Affairs

to allow cessation of universal screening at bases
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which test all eligible children and find no
el evated |l evels. W can't see any Public Health
rational for continuing to do universal screening.
Next -- oh, no nore. Okay, I'Il entertain
questions on this non controversial presentation.
Okay, in the back there.
VO CE: | don't know anything about lead in
children other than it seenms to be a bad
conbi nation, so nmy question is just going to be
i nformati onal .
It's interesting that when | | ook through
t he data you presented, your |argest nunbers in the
11 to 19 range are all in the zero to 2 year old
cell and the timeframes being reported are tines of
years when that age child is unlikely to be outside.
And so ny question is that thought they
were reported during the winter nonths, were the
tests actually carried out during the sumer nonths
when ki ds that age m ght be outside and | gat her
they eat the dirt or sonmething to get |ead exposure?
CAPTAI N ROBBINS: Well, lead can also be in
water and that's a mmj or source that's been
identified, so that woul dn't necessarily involve the

child going outside, you know, to eat dirt.
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And the other thing is that we actually
don't know when these tests were done. All | know
is when they were reported to me. They could have
been done in the sumer and the result didn't cone
back until the winter tine.

VO CE: Regardless, it certainly doesn't
seemthat there's any problem | was just curious.

CAPTAI N ROBBINS: Right, right. Okay, next
to him

VOCE: I'mwith the Texas Departnment of
Health. We have many comrunities that are doing the
sanme kind of testing and asking us to do the sane
ki nds of considerations that they no |onger have to
do this.

| guess ny question was brought on by one
of your statenments alnost at the very end, that the
program the | ead abatenment programis $13 million
that | thought you said shouldn't be spent. And
maybe we woul d | ook the other way around and say
maybe it's been successful.

Is this a programthat has been in the past
or is this a programthat's just now in place?

CAPTAIN ROBBINS: It just now -- it just

recently started. It started during the nonths that
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| showed you, | think, which was the begi nning of
t he program

VOCE: | tend to agree with you then, if
there's not a problem

CAPTAI N ROBBI NS: Captain Berg.

CAPTAI N BERG  Berg, Navy. Your concl usion
as to cease testing on the basis that they had no
el evated | evel s, does that nean that your nunber of
cases, 56 bases, or are you going to allow an
occasi on case?

CAPTAIN ROBBINS: In the technical report,
we actually gave -- we said that -- to us no cases
could either mean that they had tested all eligible
children and found zero. W tried to pick the nost
non controversial recomendation, so we figured --
and | asked -- | called the people at the CDC that
run the | ead screening surveillance branch and I
said, let nme give you a hypothetical situation, a
town, a base test and they find zero cases. Do they
have to keep doing universal screening?

They thensel ves said that sounds reasonabl e
that they wouldn't have to keep doing that. They
could do target screening with questionnaires. So

if the CDC agreed with it, we figured that it was
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probably going to be okay for us to recomend that.

We al so knew that sonme bases woul d not be
testing all children, they m ght test a sanple. And
so we gave a confidence interval around which -- or
if their result was no higher than, | think it was
one per thousand fromtheir sanple, we said that was
basically the same thing as zero and that they could
consider to not keep doing testing.

So we tried to again run it by the people
at the CDC and get sone agreenent fromthem before
recomendi ng anyt hi ng.

Col onel Par ki nson.

LI EUTENANT COLONEL PARKI NSON: | just want
to nake a general comment on Tony's presentation and
it's sonething that putting ourselves at the base
level, Mlitary Public Health Officers or clinic
adm ni strators or hospital commander's job, we're
now | ooki ng at the TB OSHA conpliance regul ation
t hat once again, is based on what has been an inner
city HV infected population that has had nmultiple
drug existent TB spread to health care providers.

In the mlitary system we screen everybody
for HHV. Qur tuberculosis rates are well at and

bel ow t he national preval ence for tubercul osis and
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yet we, as other health care providers, have to
march al ong to what continues to be a categorical
approach to toxins, to exposures to infectious

di seases that are com ng out of our well neaning
Federal agencies, including Public Health Service
where | just spent two years.

And it seens to ne that one of the things
that m ght be useful for the AFEB to do is to think
in the global sense of how we can nake sense of
categorical progranms that hit that poor Mlitary
Public Health Officer and that Hospital Commander
who have got to bal ance what are increasingly
limted resources.

The Defense health plan, | understand,

t hrough FY' 95, is $7 billion short of requirenents
at this point and we're | everaging nore requirenments
for blanket screening progranms that are neither, at

| east in many of our popul ations, just don't nake
sense froma Public Health approach

And what we're doing with this report is
working it up through a certain General's Ofice to
bring to our Surgeon General to perhaps DOD s
attention and say, there's got to be a better way

and is there a way that we can work nore proactively
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perhaps with | egislation, put in anendnents where
necessary or work with other Federal agencies to
t ake perhaps a nore targeted, focused approach
around these areas?

It's not -- this is one of many issues that
we deal with daily froma policy standpoint,
particularly in the environmental area. | m ght
rem nd you, those nunbers, that 13 mllion, that was
for four nonths so you could take that tines four.

CAPTAI N ROBBI NS: Those were just four
nont hs.

LI EUTENANT COLONEL PARKI NSON: That's
right. And that's a concern. [If there's anything
we could do along that --

DR. KULLER: | think that what you've just
presented is an excellent report which basically can
|l ead to a reasonabl e deci sion and recomrendation. |
think that what we need to do is to provide the data
to the Board, ask the Board to make a recommendati on
back to you about what to do.

We'd be glad to do this, I think, if you
want us to nmake a recommendati on on the | ead
program based on the data which has been presented,

| think the Board would be glad to. | think this is

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

326

an excellent way of answering the question you just
rai sed.

The only way we can answer the question is
with sonme data, and you presented the data and
clearly, the data, at |east what we see, is
reasonably persuasive, at least to ne, in terns of
what's going on and especially with the abatenent
program which probably makes no sense at all.

DR. BROOVE: Well, | guess, first of all,
actually this other data, I'd like to see. 1'd |like
to know how many chil dren have been screened at each
of the bases before you conclude that zero cases
identified means sonething, particularly when you're
expecting an overall rate around one percent, you
need to have screened several hundred children.

" massum ng that's happened at each of the
89 bases.

CAPTAIN ROBBINS: | can tell you, just from
tal king with the people on the phone, that nost of
t he bases chose to go ahead and just screen a
hundred percent, and the reason why was because in
the policy letter, it was sort of held out to them
that perhaps if they tested all their kids and

didn't find any el evations, that maybe there n ght
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possi bly be some relief fromthe program down the
road.

So a lot of themkind of |ooked at that and
said oh, let's just test everybody and get this out
of the way. So the nunbers really do -- they sort
of approach universal screening.

DR. BROOVE: What's the average nunber of
children per base?

CAPTAIN ROBBINS: [|I'msorry, | couldn't
tell you that.

DR. KULLER: It's in the hundreds.

DR. BROOME: But it would have to be
mul ti ple hundreds to reliably exclude a one percent
rate.

CAPTAIN ROBBINS: It really varies. Sone
of the bases are very large, sone are very small and

DR. BROOMVE: | think it would also be very
hel pful to see the positivity rates by base, because
you' ve got sone bases possibly with fairly
substantial rates. The seven person base.

DR. ASCHER: M comrents earlier. If this
whol e systemis driven by the base that has seven,

then you have that problem | tal ked about, how do
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you cal cul ate what's the expected frequency without
t hese ot her nunbers.

DR. BROOME: Yeah. | nean, | think that
woul d be nore hel pful information and it m ght help
you target there my be a place where you do want to
do abatenent, as well as places where you want to
stop screening.

CAPTAI N ROBBI NS: That was why our
recomendati on was very carefully worded that only
bases that had gone through and done all the testing
and found zero and consistently, that they woul d be
t he ones that could put in a request to get sone
relief fromthe program

DR. BROOVE: The other thing is | don't
know -- | think reasonably soon the data will becone
avai | abl e, showi ng that there's been a substanti al
decrease in blood levels in many popul ati ons.

| think this will be helpful in terms of
generally targeting screening to the groups where
there really is a problemand I think that's
sonething we'd all |ike to see.

DR. CHIN: Just a sinple question. 1Is the
child screening program i ndependent of the |ead

based paint progranf
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DR. ROBBINS: Yes, they are totally -- one
of themis run by the Medics and the other one is
run by the civil engineers.

DR. CHIN: Two true unrelateds.

CAPTAI N ROBBINS: Right. The abatenent
program -- | guess the way you could think of it is
t he abatenent programtreats a house and has its
obj ect of concern as a house or a structure and the
ot her program has the child as its object of
concern.

DR. FLETCHER: 1Is the source both paint and
pi pes or |ead paint and | ead pipes both or what is
the source of the test and is the abatenent directed
at both that, both those things?

CAPTAIN ROBBINS: | only know about the
programthat's directed towards the paint and | know
that in that programthey go and inspect all the
structures on a base and they |l ook for the paint, if
it's peeling or chipped and then they test it.

If the paint is in tact, then supposedly
the structure doesn't need to have anything done to
it. So | don't know what they do --

DR. FLETCHER: Hold it. |'man internist,

I|"mnot in pediatrics. | know kids eat |ead paint.
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s that how this is happening or are there other
mechani snms?

CAPTAI N ROBBINS: Sonme of it is through the
water, sonme of it is through eating the soil, sone
of it is through the paint, some of it is the
parents may have certain hobbies, |ike working with
pottery or maybe their occupation, maybe the dad
wor ks in a garage and brings home some chem cals on
hi s cl ot hes.

So there's nultiple sources of exposure.

DR. KULLER: You may know that in the State
of California, it's required that in any place where
they fire a weapon, they nust have a warning about
potential risk of |ead poisoning fromthe lead in
the bullets, and this is -- | have nice pictures of
this fromstores in California where the California
equi val ent of the EPA has issued this.

So you mi ght use the noney to put signs up
around the bases about the potential risk of |ead
poi soni ng associated with firing of weapons.

CAPTAI N ROBBI NS: Dr. Bl ackwood.

DR. BLACKWOOD: There are sone doctors that
do firing and none of them had el evated bl ood

| evel s, so fromour point of view, that's not even a
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probl em

DR. KULLER: You mght tell the State of
California that, because they have sone rather
interesting signs in their gun stores. They're not
too worried about getting hit by the weapon, but by
the | ead poi soni ng.

DR. BAGBY: We had just the opposite
experience in Mssouri however, where the M ssouri
State H ghway Patrol with an indoor range and we
found sonme very high blood | evels anong the State
Hi ghway Patrol .

CAPTAIN ROBBINS: Right. | think -- that,
tonme, | think is the goal. | don't think we can
have sone kind of broad statenent that says this
entire programis good or bad. | think it has to be
| ooked at on a base by base basis.

MR. DALE: JimDale, Air Force. There's a
very detailed plan used in x-ray exam nation of
pai nt surface based on ages of buil dings and
everything |ike that.

Furthernore, water from these ol der
bui | di ngs and househol ds was taken and sanpl es for
heavy netals and there's been a very detailed

envi ronnental analysis for lead in water and in
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surfaces and in buildings, and this was all figured
out in a very detailed plan.

So dirt noving and paint and asbest os
continues to require the noney.

DR. KULLER: But | think if you, you know,
make a request to the Board for about -- regards to
the | ead program we'll be glad to respond.

CAPTAI N ROBBINS: Okay, thank you.

DR. KULLER: Thank you very nuch, that was
very good.

The next presentation will deal with the
Arny Serum Bank Repository. | think sone of you
received a letter about this or sone discussion
about this and Lieutenant Col onel Kelley wll
present.

LI EUTENANT COLONEL KELLEY: Thank you very
much.

Good afternoon. | would like to brief the
Board this afternoon on the Arny-Navy Serum
Repository. This repository is the |argest
col |l ection of catal ogued sera in the world and has
trenmendous potential for use in both operational and
research epi dem ol ogi ¢ studi es. Unfortunately, the

funding for its continuation is currently in
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significant jeopardy.

The purposes of this briefing are
threefold. First, | would like to informyou about
this uniquely powerful asset and how it has been
used in the past and how it could be used in the
future.

Secondly, 1'd like to solicit your fornal
encouragenment for the further investnent of
resources necessary to nmaxinmize its potentia
contri butions.

And thirdly, 1"d like to solicit any ideas
you may have to resolve mpjor issues, such as the
expected w thdrawal of current funding.

The Arny-Navy Serum Repository, which we
refer to as ANSR, consists of about 12 mllion
cat al ogued sera specinens. The speci nens are excess
sera fromvarious mlitary contract H V screening
programnms, going back as far as |ate 1985.

The credit for the visionary idea of
creating this resources goes to Col onel Don Burke
and others in the Division of Retro-virol ol ogy at
WRAIR. It was their foresight which required that
t he excess sera fromthe H V screening prograns be

held initially by the contract |abs, and starting in
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1989, transferred on a quarterly basis to long term
storage at a facility in Rockville, Maryl and.

This is one just aisle in one of the |arge
wal k in freezers at the contractor's Rockville
facility. The freezers are kept at m nus 25 degrees
Centigrade. It was economcally prohibitive to try
to save all of these sera at m nus 70, though those
that are doubly HIV Elisa positive or Western bl ock
positive are kept at the same facility at m nus 70.

This is a state of the art facility. There
are nunmerous redundant systenms. These are just the
back up generators in case of power failures. There
are al so redundant alarm systens and back up spare
parts on site for the freezers, so that they can be
repaired at any tine of day or night.

In general, each specinen consists of
approximately 2 cc's of sera. There's a handout
t hat was on the table outside the door that gives
you sonme general feel for how these sera break down
by source and by year of accession.

You'll note that in 1986, it appeared that
there were no active duty Arny sera and about
750,000 recruit applicant sera. Those included both

active duty and recruit applicants, but they were
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categorized, for various reasons, under recruit
appl i cants.

The sanples arrive at the storage facility
on a quarterly basis, as | said, in a satellite
noni tored freezer truck that conmes up fromthe
several comrercial contractors the mlitary uses for
HI V screening.

After arrival, they are catal ogued using a
doubl e data entry process. Data from each tube is
entered by two individuals and the differences noted
by the conputer are reconcil ed.

Whi | e speci nens are handl ed outside of the
freezers, they are kept on a bed of dry ice to
reduce the risk of freeze-thaw cycles. The tables
bet ween these two data clerks is actually a dry ice
tabl e and, again, that's to prevent freeze-thaw or
at | east reduce the problem of freeze-thaw.

Thi s conmputer screen docunents the
information in the catal ogue on each specinmen. In
addition to the speci nen nunber, the catal ogue
contains the approxi mte draw date, the specinen
vol une, the testing program which generated the
speci nen, and the |ocation of the specimen within

the repository down to the row and colum within a
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specific box, and there's also a section for
coments on the use of that specinen.

Back to this slide.

By reference to other data bases that
contain both the speci nen nunber and personal
identifying information, it is possible to retrieve
nost of the specinens collected since 1989.
CObt ai ni ng speci nmens coll ected between 1985 and 1989,
requires reference to archived hard copy | aboratory
mani f ests.

This serum repository is not an inexpensive
undertaking. To transport and catal ogue the roughly
one and a half mllion specimens added to the bank
every year, it costs about el even cents per sanple
or a total of about $300, 000.

The charge to have a speci nmen withdrawn and
aliquoted into about four subsamples will be by the
contract for Fiscal '95, $165.25. Just to mmintain
a static bank, that is one with no additions or
wi t hdrawal s, costs over half a mllion dollars a
year .

The bank, as inpressive as it nmay appear,
is worthless without the potential to correlate the

specinens with other data. The key supporting data
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source is the data bases that nake up the U S. Arny
H V Data Systens or USAHDS, which is described under
the top paragraph.

The USAHDS dat a bases include speci nen
nunbers, personal identifiers and a considerable
amount of denographic data on triservice recruit
applicants in both active and reserve conponent Arny
per sonnel .

By usi ng USAHDS speci nens, one can link
these sera with triservice hospitalization data
bases, with the Departnent of Defense Centralized
Aut omat ed Tunor Regi stry, known as ACTTAGR, with
mlitary disability data bases, and with Veterans
Admi ni stration data bases.

Mechani snms need to be worked out to |ink
the 2.3 mllion active duty Navy sera in the
collection with vari ous data bases, though we
concurrently link sera from Navy and Air Force
recruit applicants by going to the supporting data
bases.

| have listed here sone of the past and
current uses of the Army-Navy Serum Repository.

Li eut enant Col onel Ji m Eagan and others at WRAIR are

now writing up a study that they did of the
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seropreval ence of antibodies to hepatitis A B and
C. Their popul ati on was about 60, 000 recruit
applicants and active duty personnel, and the
genesis for that study was to hel p make vari ous
policies with respect to hepatitis C infected
personnel, and also to provide various baseline data
in policy decisions relating to the use of the
hepatitis A vaccine, which is going to be,

hopefully, |icensed soon.

| have used the bank to explore the
occupational risk of hepatitis Cin Arnmy orthopedic
surgeons and oral surgeons.

It's al so been possible to devel op
carefully defined stratified random sanpl es of
recruit applicants fromdifferent points in tinme to
docunment changes in susceptibility to diseases that
are inportant to the mlitary, such as
susceptibility to neasles and rubell a.

We currently spend several mllion dollars
i muni zi ng recruits agai nst neasles and rubel | a,
when the vast mpjority of themare imune to those
viruses. And | have been able to show that since
1989 in these serial sanples, that the

seropreval ence of immunity is rising and probably
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reflective of the two dose i nmunization policies
enpl oyed in the civilian sector for high school and
col | ege students.

Anot her exanpl e of the unique capability of
this bank was that |ast sumrer, when issues relating
to Haantan virus were very nmuch on the table, within
just a few days we were able to identify a thousand
sera from people who cane fromthe Indian
reservations in the Sout hwest where this was a nost
acute issue, and these were selected and tested for
Haant an virus anti bodi es.

The Army-Navy Serum Repository has al so
been used to look at long termtiter levels in
persons who participated years ago in pre-licensure
Japanese encephalitis vaccine studies. Mny of
t hese individuals had becone otherw se lost to
foll ow up, and it was possible, using this bank, to
get recent sera on them and develop information
relating to the timng of booster doses.

How often woul d one, for exanple, need to
be boosted. A simlar question could be asked for
meni ngococcal di sease, though | believe some of ny
Air Force coll eagues have recently published sone

data on that.
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Pertinent to some of the discussions
earlier this afternoon, an inportant capability of
this systemis to highlight the possibility of
suppl yi ng pre-deploynent sera on persons who nmay
deploy to places |like Saudi Arabia or Somalia, and
subsequently devel op sonme sort of health problem

Based on past work with the bank, we are
confident that nost of those who' ve deployed to
Saudi Arabia or Sonmmlia, have a pre-depl oynment
specinmen in the coll ection.

The bank is al so invaluable for nested case
control studies. For exanple, one study that |'m
currently pursuing is a program project grant in
whi ch an application is being submtted to the
Nati onal Cancer Institute to study the epi dem ol ogy
of | ynphomas.

This project involves collaborations with
Harvard, the University of Pittsburgh, Johns
Hopki ns, the University of Uppsala in Sweden, the
Serum I nstitute in Copenhagen, and the Walter Reed
Army Institute of Research.

W' ve been able to find information that
suggests that the bank, within a few years, wl|

contain approxi mtely 200 sera on people who have
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subsequently devel oped Hodki ns Di sease and
approxi mately 300 sera on individuals who have gone
on to devel op non Hodkins | ynphomas.

This is clearly the largest collection of
predi agnostic sera in the world for this sort of
study. O her people have proposed to nme studies,
for exanple, to |look at the association between SV40
anti body and prediagnostic sera in the subsequent
devel opnent of mesot heliomas

There are several issues that we're
currently trying to resolve and for which I
certainly solicit your ideas. Currently the funding
for ANSR is drawn entirely fromthe H V research
budget. Though there are still HIV research
applications for the serumrepository, the current
uses of the bank are largely not HIV rel at ed.

We've been told to expect the withdrawal of
t hese funds, possibly as early as the next fiscal
year, in light of the shrinking budget for mlitary
H'V research. W would like to identify Departnent
of Defense and non Departnment of Defense sources of
core funding.

It would seem | ogical that since the data

base and serum repository can serve both operational
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and research purposes, Departnent of Defense funding
should come from both the operational and research
si de of the house.

I n addition, we hope to bring in
suppl emental funding through charges associated with
projects such as a | ynphoma program project grant
that | described. Use of this resource costs nore
t han just banking the sera and withdrawing it for
al i quoti ng.

There's clearly a needed adm nistrative
conponent to coordinate studies and this will be
especially critical if the goal is to coordinate
enough studies to justify the high expense of the
bank.

We hope to address sone of this need for
infrastructure through a Center for
Ser oepi dem ol ogi ¢ studies which will be part of the
new Army Preventive Medicine and Well ness Center
The nost recent staffing plan for the Center
al l ocates three persons to this general
adm ni strative effort.

There will still need to be a joint
partnership though between the nedical research

devel opnent | ogistics and acqui sition conmand and
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the Preventive Medicine and Well ness Center.

Because the Preventive Medicine and
Wel | ness Center will have an operational focus and
many of the applications of the repository are
research applicants, it is anticipated that research
managenent issues, including scientific and human
use reviews woul d best be managed through the
research side of the house, along with execution of
those studies that are totally classified as
research.

There are other adm nistrative and | egal
and ethical issues too. Historically, these have
been wor ked out successfully through the usual
channel s, but putting the sera to non mlitary uses
conplicates the issue. Access procedures are being
formul ated, but determ ning how to all ocate overhead
charges to users is proving to be a chall enge.

Certainly what people -- what investigators
would be willing to spend to obtain access to a
hundred sera on di seased patients, is different from
what they feel would be reasonable to obtain access
to sera that are on a hundred random i ndi vi dual s.

Bringing in non DOD funding to support

specific studies, adds a conplicating bureaucratic
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element. To hire persons for studies funded by non
mlitary sources, we've been exploring the use of
standi ng task order contracts, channeling funds for
personal services through organi zati ons such as the
Jackson Foundation or the American Registry of

Pat hol ogy, which is affiliated with the AFIP, and
having on site support staff actually in the enploy
of coll aborating academ c institutions.

For exampl e, an individual who m ght be on
site to help nmanage the study at Walter Reed, would
actually work for Harvard or Johns Hopkins or
what ever.

So in summary, our plans for further
devel opnent call for expanded uses of the serum
repository to neet broader mlitary and civilian
needs. The extension of access to outside
institutions is felt to be desirable, both to
advance epi dem ol ogi c science and, quite frankly, to
generate funds.

Such a plan necessitates a nore formal
infrastructure than has been the case up until now.

We anticipate this infrastructure being jointly
provi ded by both the Center for Seroepidem ol ogic

Studies, which will be at the Arny Preventive
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Medi ci ne and Wel | ness Center, and by the Walter Reed
Arnmy Institute of Research.

We expect the Preventive Medicine Center to
provide the adm nistrative personnel and WRAIR to
provi de the supporting effort needed for scientific
and research nanagenent issues. Hopeful |y uses of
the bank will rapidly expand to the point where it
can becone to a significant extent self-supporting.

Thank you very nuch.

DR. KULLER: Do we have questions about the
bank? Russ.

DR. LUEPKER: Two questions. One, what do
feel for all costs of the bank for a year when you
factor in the contractor and the personnel you're
proposi ng, and second, a nore scientific, technical
one. You've stored this at mnus 25. \Wat's | ost
by doing that?

LI EUTENANT COLONEL KELLEY: For anti body,
there really isn't -- responding to your second
question first. For antibody, there really isn't a
probl em at m nus 25. There's a nice paper, which |
haven't committed to nmenory by Nicholas Petrakis, in
which he reviewed all of the -- the stability of all

sorts of conmponents in sera and sonme of the ones
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that don't do well, for exanple, at mnus 25 are
sonme of the lipoproteins where it's preferable to
store themat m nus 70. Certainly metals do well
at m nus 25.

Wth respect to cost, the cost for the bank
as it stands now, that is the preservation of the 12
mllion specinens, the addition of one and a half
mllion specimens a year, and aliquoting, | think in
t he budget we have aliquoting of 5,000 specinmens a
year, conmes up to just shy of a mllion dollars a
year .

The three personnel that are going to be
part of the Center for Seroepidem ol ogic Studies
m ght add several hundred thousand to that, and then
obvi ously, depending on the particul ar study you
want to do, there's a cost depending on how
i ntensive that is.

For exanple, the | ynphoma program project
grant that | nentioned, over and above the structure
| "ve just outlined, is budgeted over four years at
about $300, 000 for the margi nal costs of that
specific project.

DR. KULLER: It would seemto nme that

this would be a val uable resource, but it needs
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access. It seens to ne that to maintain a resource
at this cost, you really need to get access to
national investigators who, one, can test specific
hypot heses and make the opening relatively sinple.

One thing to consider, for exanple, is to
go the other way as to sone of these diseases, is to
go back through the national death index and use the
national death index from NCHS as a way of
i dentifying deaths both, obviously, outside of the
servi ce people who have left the service and a | ot
of people with chronic illnesses may | eave the
service and they'll be lost fromyour system or may
have devel oped a di sease beyond the incubation
period where you're followi ng them because they |eft
the service.

So that it would create, to sone degree, a
potential problem But | think you could use a
variety of different indices, State Cancer
registries, there are a |lot of those avail able right
now who get cancer cases.

| think your repository's major focus is
going to be in serology and serology, both in terns
of inflanmtory markers and in terms of viral or

ot her m crobi ol ogi cal antibody titers, because at
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m nus at 20 degrees Centigrade, you' ve probably | ost
the lipids and there is also, to be honest, there
isn't that nmuch excitenent unl ess sonmebody cane
wi t hout | ooking at a genetic marker, in the lipid
area, that would probably be unexciting right now.

You coul d probably still | ook at
chol esterol, but probably couldn't get nuch beyond
that at m nus 20 degrees. And | ooking at things
whi ch are contani nated by the way the bl ood was
drawn, for exanple, nmetals would be pretty tough
because these were drawn in regular vials with
regul ar needles and so nost of the netals you're
going to get are going to cone fromthe
contam nation of the blood draw ng.

But certainly in the other areas, you have
a trenmendous opportunity, especially in |ooking at
uni que di seases in young people. And also, | don't
know how many women you have, but there are a | ot of
very inmportant diseases in young women where the
etiology is unknown, but the etiology is highly
suspected as either a viral or an etiological
di sorder and where there would be sonme opportunity
to | ook prospectively.

But | think you have to cone up with a
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system that would nake it possible for other

i nvestigators, both within the governnent and by
that | mean people at NIH or other places, as well
as outside, to be able to utilize the repository and
to utilize it at a reasonable fee.

"' m not saying give it to them but |I'm
saying utilize it at a reasonable fee, so that if
you had ten or twenty studies going and they were
paying at | east part of the tariff, at |east on a
regul ar basis, at |east you would have a way of
mai ntaining it, so it would be a shame to lose it.

The Navy, as you know, we're involved with
the Navy in a program which invol ves | ooking at
nature histo conpatibility genes for the entire
Navy, using a new techni que which has nade it
possi ble to nolecul ar I evel, to nmeasure major histo
conpatibility genes, which is being done as part of
this national bone marrow typing program

And that resource, theoretically, could be
in sone ways even linked with your serol ogy battery
to give you an access, because we have cells to
access the DNA, to be able to ook also at the
genetic conponents in relationship potentially to

both infectious di seases, but also to |look at it
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frominfectious etiology or inflammtory etiol ogy of
chroni c di seases.

| think you really, in some ways, shoul d
try to get the non mlitary investigators who are
interested in seroepidem ol ogy, as well as people at
NIH, to try to save this.

| woul d be very supportive and | think nost
people at the Board, | presune, would be very, very
supportive of this need to save this repository and
not lose it, but there are a lot of sero
repositories in the United States which are just
that, they are repository and they remain that way
forever and nobody ever uses them

We have one |ike that and expect for nyself
and a few others, it's hardly ever used and it has a
lot, a lot of data -- a lot, a lot of serum but
very little data.

LI EUTENANT COLONEL KELLEY: We have sone
very specific ideas on how to proceed with the
exploitation of this. The biggest challenge, quite
frankly, and one thing we recently did is we
announced it in a broad mailing to about 200 to 300
civilian potential users, though we carefully said

we didn't want to solicit proposals yet.
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And the reason why is | felt in ny heart of
hearts that | didn't want to solicit proposals until
we could, in good faith, hold up our end of the
deal , because all of these studies would end up
bei ng col | aborative studies, since they depend
heavily on mlitary data bases.

And wi thout an infrastructure, the
infrastructure that we're noving to, there really
wasn't even ready access to people to do many
feasibility studies. That program project grants,
for exanple, people had to approach ne, they had to
say how many | ynmphoma patients do you have?

Well, I couldn't just flip open a book and
figure out how many | ynmphoma patients we had and
then once | figured out how many we had, the
guestion was how many do you have sera on and how
many do you have sera on that predated the date of
t heir di agnosis?

Those sorts of feasibility studies take a
certain infrastructure to pull off. And then once
you' ve deci ded that you can coll aborate, then
there's still many other steps even before you see a
ni ckel of noney that m ght cone in froma grant.

| think we're nmoving toward buil di ng that
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infrastructure as | described, but that's been the
hol d up right now.

DR. POLAND: | received one of those
letters and i mmedi ately drool ed over the
possibilities, one, where you mght frane this,
there is no large repository that I know of where
you can access |arge nunbers of ethnic mnorities
and in that letter, you nmade that point and | think
it's an excellent point worth making. There's a
crushing need for that.

The second things is as we go into the 21st
Century here, | recognize that it adds cost and sone
| egal and ethical conplications, but storing cells,
| view as absolutely necessary. Wthout the genetic
data to link to the seroepi dem ol ogi cal studies that
you mi ght do and think of for the future, it would
be a shame not to have them

MS. STEVENS: | just wanted to raise a
sticky question that's cone up in our setting. W
have a repository of sanples that have been
collected since the late 60s froma variety of
di fferent epidem ol ogi c studies.

| just got confronted by an issue in a

study that we're setting up with the Departnment of
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Health, where it was put to ne, issues of consent.

Do we have consent for testing for things
that people didn't originally agree to be tested
for, keeping identifiers and |inking the information
to identifiers, which is clearly a critical issue
for all of the kinds of studies that you are
t hi nki ng of proposing?

More recently, we have gotten consent sort
of for generic testing of things that m ght cone up
in the future, but our experience recently with the
City Departnment of Health has gotten nore sticky in
that they are saying now that this is not adequate,
that we have to now start making efforts to go back
to people to get consent for specific testing.

And not only that, if we find sonething
that is relevant to their health, make every effort
totry to informpeople. | raise these issues nore
or less alnobst with tears in ny eyes, because |
think we're getting to a point where we're going to
be paralyzed in our ability to make really inportant
contributions fromthese different fields --

LI EUTENANT COLONEL KELLEY: There are a
| ot of --

MS. STEVENS: -- but | don't know if these
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are issues are com ng up

LI EUTENANT COLONEL KELLEY: That's an
issue that a | ot of people are wrestling with. One
of the people | talked to is Geraldine McQillian,
who sone of you may know who is charge of the excess
Hanes sera, and they al so have cells banked.

And sonme of these concerns that you're
menti oni ng have been brought up in that forumtoo
and they've cone to the conclusion that if they went
to get explicit informed consent retrospectively,
whi ch some say you should do, it would be $2 mllion
added to every study, so it does prove to be a big
pr obl em

We have already addressed this with the
Judge Advocate General's office and | woul dn't
attenmpt to describe all of the machinations of how
this issue plays out. One of the things that has a
bearing is whether the sera was collected for a
mlitary purpose in the first place, and that's why
it appears that -- it gets a little nore conpl ex
when you start using it for things that are not
mlitary purposes.

If it's a valid mlitary purpose, it's one

thing. If it's to study sonething that has not hing
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to do with a mlitary issue, it gets a little nore
i nvol ved.

DR. KULLER: We, by the way, wth
seroepi dem ol ogy, have been able to devel op net hods
which are fairly obvious that conpletely blind the
identification of the subject all the way through,
so that in a sense, the subject is not identified as
such and you can't link -- the only people who can
link the subject and the results of the test, are
t he people who own the -- essentially own the
repository, so that the outside individuals,
sonebody let's say sends you 300 -- | don't know
what the | ynphomas -- but send you the | ynphomas.

You can basically send serum back in which
you create your own blinded system for blinding both
t he people and the serum and then they send you back
the results of the serological testing and then you
just feed them back the results that they need for
doing their stated anal ysis.

We do that now for purposes of keeping
oursel ves blinded for bias, essentially, with
interpretation of data, but the people who request
the informati on never know who the individual person

is who essentially either had a positive or negative
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test.
And so you can work out systens that will maintain
the systemto be blind.

DR. ASCHER: The other trick we use in the
HI 'V newborn is that we create a data |link and then
before the fact, do the anal ysis and make sure that
no cell has less than five individuals init. And
if there's a cell that has less than five
i ndi viduals, we start collapsing until the total
matri x of possible identifiers all contain nore than
five.

And that then, is the link that is made if
the link is then broken. So you don't have to be
conpletely blind, as long as your probability of
ever being able to go back to the person after the
fact, is |lessened and that works at sone |evel, the
bi g not e.

LI EUTENANT COLONEL PARKI NSON: Now, | just
want to ask, you know, ultimately what you've got is
t he perfect baseline for the post enploynent
surveillance, and | wonder if, in talking with Rick
because he is going to be drafting at least a first
draft, along with ASDHA for what are the pieces we

need for the conprehensive post enpl oynent
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surveill ance.

And | think positioned in that regard, this
is the perfect -- if it's not a hundred percent of a
seral bank, you know, it's 75 or 80 percent of the
popul ati on you need and it represents the true pre-
exposure to the mlitary service baseline.

And in that regard, a mllion dollars is
chicken feed. | mean, we just heard we're going to
be spending nearly that every year for three
epi dem ol ogi ¢ studi es over the next four to five
years and | think if it got positioned as part of
t hat conprehensive DOD effort to do surveillance and
t he | ookback program that the mllion dollars could
be found perhaps nore expeditiously than it is as
part of an HIV research programand |I'd be glad to
work for it.

DR. CIRONE: That has been di scussed and
they' ve talked with Dr. Boswell from WRAIR and
Captain St. Andre, not only for the Gulf War, but
for Somalia and we have discussed this before about
what do we do in the future and how can we | ook to
ot her wars that m ght break out or tinmes when we may
depl oy troops, what would be the best way to

approach it so that we can |learn sone |essons.
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So that has been discussed and we are
currently discussing it. | don't knowif they've
cone to any conclusions on exactly how we're going
to do it.

The other thing is institutional review
boards, who normally review protocols and they' |l be
taking a | ook at, you know, is it a blind study, is
it not a blind study.

You know, you're going to go back and
before you get involved if it's a mlitary -- and
certainly that will go back to the question of
i nformed consent, et cetera.

LI EUTENANT COLONEL KELLEY: Ri ght, and we
have -- the studies that have been conpl eted have
been, if they were consi dered research studies and
many of them were, did go through the appropriate
human use revi ew boards before.

VOCE: |I'mjust curious. Could you
explain why there's no Air Force people in that --

LI EUTENANT COLONEL KELLEY: | know no
better the history of how that happened. W do have
the sera on the Air Force recruit applicants, so
it's not a total | oss.

LI EUTENANT COLONEL PARKI NSON: And we
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mai ntain sonme sera that come through Lackl and
because basically -- mainly through our bl ood
donati on programs, so we have a source down there,
all of which has to be factored into this
conprehensi ve DOD surveillance, if we're going to do
it.

VO CE: Do you, given the estinmate of what
proportion of the sera is fromindividuals who are
now di scharged fromthe service and if you keep it
on applicants, does that nean you have sera
i ndi vidual s who never entered the service, that
deci ded not to becone applicants?

LI EUTENANT COLONEL KELLEY: That's right.

And | don't have a precise figure for what
percentage are no | onger in.

| wouldn't be surprised if half the people
or even three-quarters of the people in there aren't
in at the nonent.

MR. RUSSELL: But for individuals who have
cone in and stayed in, you would have nultiple sets.

LI EUTENANT COLONEL KELLEY: That's
correct, that's correct.

Right. And in general in the Arny, you're

getting blood every two years, sonme nore frequently
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t han that.

DR. KULLER: Last question.

DR. MULLICK: | want to underscore what
t hree ot her people have said, that there's certainly
a very val uable, and both an operational and
clinical uses for this repository.

Also, it certainly looks Iike we are going
to be increasing our surveillance. There have been
suggestions that every serviceman who depl oys
overseas, which is thousands and t housands of
sol diers
annually, if that indeed can be used as a pre-
depl oynment ser a.

And | think it certainly could since,
certainly the Arny, every soldier contributes every
two years; Navy every one year or every two years
and that would be cheap, rather than having to draw
bl ood on all of these individuals who are depl oyi ng
frommni bases, frommni ships.

And | think that is sonmething that the
services my want to ask the Board for, is support
in -- if noney is needed to keep this going until

t he overall DOD surveillance plan is put into place.
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But the plan, if it goes into place and
Col onel Erickman has started work on it as the
Chai rman of the group to work on that, | think it's
goi ng to be expensive.

It's not going to be cheap to put into
pl ace what the services are going to be asked to do,
but this is a place that could really save noney.

LI EUTENANT COLONEL KELLEY: Thank you.

DR. KULLER: Thank you very nuch. That was
very good.

LI EUTENANT COLONEL KELLEY: Thank you.

DR. KULLER: We have a coupl e of
announcenents.

COLONEL PETERSON: Directions to the
restaurant fromthis location will be on the table
outside the door and if anybody wants to vol unteer
and raise their hand, who knows how to get there,

we'll all follow that one person and get out there.

Ot herwi se, we're depending on the
di rections.

Tonorrow we're scheduled to start at 7:30,
just to make sure everybody knows the tine is

different than what it was this norning.
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| understand that we can | eave itens here
in the room but they should not be personal itens
such as briefcases. Leave paperwork and things |ike
t hat because there's a cleaning crew that cones in
here and that's all | have.

DR. KULLER: | have one nmessage for the
Board that if at all possible, we would |like to
briefly meet at -- is everybody staying at the
hot el ?

| s anybody not staying? W'd like to

briefly meet at the hotel tonight after we get back.

It should be around 9:30 for maybe 30
m nutes if we coul d.

That woul d be about the best tine to go
over a couple of rather critical issues and sone
menorandum if we can do it tonight.

Either that or if we can't do it tonight,
then we'll have to do it tonmorrow norning
at 7:00, because the neeting starts here at 7: 30.

So toni ght or tonorrow norning.

OCkay, but any way, we'll try to do it
t oni ght .

(Wher eupon, at 5:20 o'clock p.m, the

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

nmeeti ng was adj our ned,

8t h,

1994,

to reconvene on Friday,

363

July

at 7:30 o'clock a.m, in the sane place.)
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